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Congress was the necessity of clarifying the ambiguity in the law resulting from
the Cardiff decision (see report of the House Committee on Interstate and Forelgn
Comnnerce, House of Representatives, Report No. 708, 83a Cong . July 6, 1953).
Significantly, in this cowinittee report, recognition was again given to the fact
that the great majority of the food industry voluntarily permitted inspections
to take place and that there was only a small minority group which refused to
cooperate, making it necessary for the Food and Drug Admninistration to exercise
its compulsory authority to conduct such inspections.

The committee report pointed out that the inspections were normally a matter
of routine checking. primarily as to sanitary conditions, and that they were not
necessarily bagsed upon any suspicion or determination that any law had been or
was being violated. Accordingly, it was concluded by the Congress that a search
walrant type of procedure would be inappropriate.

The report cited is a most careful exposition of the views of the Congress upon
tbis point. It emphasized that the bill which subseguently became the present
law wag not intended to authorize fishing expeditions into private papers such as
financial accounts, personnel records, and payrolls. This is particularly signifi-
cant in light of the swendments which are now being proposed by title II of
H.R. 11581.

The committee report stated that the bill was intended to provide the Food
and Drug Administration with sufficient inspection authority to protect the
public by providing a means of knowing the composition of finished and unfin-
ished materials whenever the compositinn of <uch articles is relevant to com-
plisnce with the Ilnw. 1t was stated that “inspection” meang “to examine criti-
cally.” and that the words of the propoced <tatute should be given a meaning
with the overall purpese of protecting the public. It was stated for example,
that a fod and drug inspector should have aunthority to inquire whether a
persan in charge of safety controls is qualified by training and exyerienced but
that this should furni<h no basis for in<istence that a person’s entire life history
he exposed 1o mgpection through exanunation of his personnel records.

The foregoing discussion justifies the conclusion that the Food and Drug
Adunnistration was given in 1933—and <till possesses—ample authority to
inspect food estalilishments in order to carry out the responsibilities Lmposed
upon 1t and rhere 1~ no need at this time for expanding this authority in a
manner which in 19733 the Congress did not deem desirable.

I now request the commnitteee’s concideration of the proposed amendment.

At the heart of H R. 11381 ix <ection 201{(a) of title IT which would amend
the first centence of section 7(4(a) of the Federal Food, Drug, and Cosmetic
Act 80 88 10 retain most of {ts present provicrons hut would add provisions which
would give inspectors of the Food and Drug Administration a license to conduct
what cun only be called fishing expeditions into any and all matters which may
directly or indirectly relate to the «anitation of the food proces<es at the estab-
hishipent or to the wholesomeness and proper labeling of the food resuiting from
those procerses.

The broad power rhius proposed incorporates the possibility of FDA agents
examining all documents and processes in order to consider those documents or
processes which are relevant. Not only would FDA inspectors be permitted to
enter and inspect factories, warehouses, or establishments where food, drugs,
devices or co~metits are manufactured or held but they would in addition be
permitted 1o fnepect uny “‘consulting laboratory,” its records, files, papers,
processes, <ontrole and fadilities bearing on whetber articles which are adulter-
utedd or wmishrunded within the meaning of the act or which may not be manu-
factured by reason of the act. have heen or are being kept in violation or
potential violation of the act. A “consulting laboratory” is defiped as sny
laboratory or other establichment which, for a fee, perforins or agrees to perform
assaxs or ather services. laboratory services for & food, drug, or cosmetic
manufacturer 1f such manufacturer owns or has under his control an establish-
mwent which is subject to inspection.

In eflect thece provisions would give food and drug inspectors the power
to conduct & roving search with undefined specific objectives, and without having
to comply wath even the most elementary form of search warrant procedure.
Such power to investigate luw violations is one jealously and wisely guarded by
the common lav.

All-pervarive investigatory power of this sort was one of the very tbings
which the report of the Committee on Interstate and Foreign Commerce, re-
ferred o above, considered and refused to confer In 1853. In short, that
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committee, after carefully reviewing the various trpes of jnspection statutes 3
which Congress enacted into law, and after considering the type of inspection .3
necessary and desirable in the food and drug field, concluded that, since Food .
and Drug inspectors should primarily inspect as to sanitary conditions, and not
necessarily on the basis of a prior suspicion of a law violation, that a search
warrant type of procedure would be inappropriate. Now, however, the pro-
virions of H.R. 11381 bluntly state tbat Food and Drog inspectors may be per- N
mitted to Inspect, among other things. records, files, papers, processes, controls,
and facilities bearing on potential violations of the law. Yet no effort at all is
made to provide a search warrant type of procedure which is the normal and
expected procedure emploved by law enforcement officers.

The XNational Association of Margarine Manufacturers feels that the pro-
visions of title I1 of H.R. 11581 —de<igned to broaden the factory inspection
powers of the Food and Drug Administration—are (a) ill-conceived, (b) are
gt varlance with the fundamental philosophy carefully enunciated fn 1953 re-
ferred to above, (¢) are inconsistent with accepted principles dealing with
search warrant types of procedure, and (&)—rnost lmportant of all—are wholly
unnecessary.

The 1958 food additives law 3is also highly pertinent. It changed the whole
regulatory philosophy in this subject area. As this committee knows, the
rationale of that law was that before an ingredient may be used in a food its
safety must have been established by regulations issued by the Food and Drug
Administration, thus passing in large part the burden of determining safety
from the Food and Drug Administration to the industry.

Prior to 1958 it was necessary for the Food and Drug Administration to de-
velop information to show that a food was adulterated or misbranded. Thus
there {8 less need today than before for the broad inspection sauthority pro-
visions of title 1I of H.R. 11581. The business community properly fears that
if inspectorg of the Food and Drug Administration are to be given a roving
authority to make examinations of their records, files, papers, processes, etc.,
on the basis of mere suspecion, important trade secrets and processes may be re-
vealed. This is particularly true when consideration is given to some of the
related amendments also proposed by title IT of H.R. 11581,

Thus, section 202 of the bill amends section 301(J) of the act. Section 301(j)
of the act pow provides thar it shall be unlawful for apy person to use to his
own advantage or to reveal to anvope other than to the Secretary, or officers, or
employees of the Department. or to the courts, any information acquired under
authority of section 704 concerning any mcethod or processes whkich, as a trode
secrct, is entitled to protecfion. But section 202 of the pending bill would strike
the Janguage sbove emphasized and would at the same time make it lawful to
reveal any information obtalned pur<vant to ameunded section 704, not only
when relative to any judicial procedure under the Federal Food, Drug, and
Co«metic Act. but also to reveal such secrets and processes ar authorized by
law. What does this mean? The bill does not say.

The wuay may be opened for inspectars to be subjensed in purely private liti-
gation by competitars to reveal information given to them in confidence. Cer-
tainlv the Federal Rules of Civil Procedmie authorize the issuance of subpenas
in appropriate cuxes. If a trade secret became relevant in & private suit, the
proposed amendments would open the way to get at the<e secrets through the
subpena ronte  This is but one of the striking defects ia the bill.

The husiness comunity, of which the margarine indnstry is a part. ir keenly
concerned over any disclosure of trade secrets because a secret once revealed I8
nn lonzer valuable to ite owner. Food and Drug incpectors are not necessarily
rermanent Government emplovees. There ir nothing effectively ta prevent them
from usirg jnformation ohitined in subtle and difficult-to-detect wavs once they
lerve their Governnient paositions, even though ther religious!y lived nup to their
alligntions under the law =0 long as thev remained Gavernment emplorees. No
satisfactory remedy exists in law to repair the damage enused by the wrongful
div lncure of a valuahle trande se~ret.

The same ohjections ac have heen made regarding the involuntary disclocure
of trade <ecrets apply with respect to other private and perwonnl, hueiness
matters which bave na legitimate relatinn to the performance of the statutory
furctions of the Food and DNrag Administration  Included in this category are
<nch matters a< financial data. pricing data, sales data, per<onnel data, and dnta
pertainine to recearch programs in all stages of development. Although infor-
mation contaived fn ench of the above categories has no relationship to whether
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a given food product is misbranded, mislabeled or unwholesome, such Informa-
tlon where improperly disclosed could wreak irreparable bavoc upon business
ventures and 1ndividuals as~vciated with a foud establishmwent. Buxinessmen
cannot feel secure knowing that individuals outside the corporate family are
possessed of the company’s st vital operating data, and the public interest
cannot be served where an uportant segivent of the business community must
operite under such insecure couditions.

Attention is called to fact that section T04(e¢) of the present law would be
left unchanged by section 201 of H.R. 11351 but even this poses a problem for,
us stated earlier, sectivn T(H(c) provides that, if a Foud and Drug inspector
takes it sample in the course of his inspection of a factory, warebouse or other
establishmsent, be must give the person in charge a receipt describing the samples
obtained. What If he obtains a sample from a cun<ulting laboratory which
the bill would authoerize hun to inspect.  Is he to give the person in charge of
the consulting laboratory a receipt?

Everyoue in the food indu~try is mindful of the pevessity for reasvnable en-
forcetnent provisions, ipeluding inspection provisions. In amending the law
to its presentt form in 1953, the Congress gave the Food and Drug Administra-
tion the ntwost power which it needs to perform its task. To go beyond that I8
10 burden unnecessarily the nudority of the busness community for the recalei-
trunce of u few. This i~ out of all proportion to the advantages to be gained
by the Government.

The Food and Drug Administration bas< not, in the c¢ourse of its adninistration
of thi< importaut law, revexled any retioence to exeicise fully the powers given
to it in the most effective manner. Re:ring in mind that the Food and Drug
Administration has the p.wer of <eiznre. it i< almost inconcelrable, with ex-
isting inspection powers. that it cannot ade juatelv protect the food supply of
the Nation. To permit it to do more is to destroy the confidence of the businese
community in the agency and to ginve it an anthority out of all balance with its
neeqs.

For the foregoing rewsons the Nutional Asrociation of Margarine Manufac
tnrers respectfully urges this connittee to not recomend the parsage of title
1T of H.R. 11581.

STATEMENT ofF ELsIE NaoMI Joxes, ATTorNEY, RE H.R. 11581

My name Is Elsie Naomi Jones. T am an attorney engaged in the private prac-
tice of law in the District of Columbia with offices at 1047 31Ist Street N'W.,
Washington, D.C. 1 am a member of the bars of the District of Columbia and
the State of Tennessee. DPrior to entering private practice in 1960 I was em-
plored as an atorney in the Federal Government for 26 years with assignments
in several departments. I file this statement with the committee only as an
attorney who js interested in the food and drug field and who has had occasion
to spend some time in <fudy and research in such field.

Last week 1 attended the public hearings on H.R. 11581 and was impressed
bLir the concern of some witnesses and committee membhers over placing in one
man authority to determine (1) whether a new drug is eficacious before allow-
ing it to be marketed, and (2) whether a drug already on the market presents
an immioent hazard and if <o, summarily remove it from the market. The
proposed Houe<e bill, of course, would place thic responsibility in the Secretary
of the Department of Health, Education, and Welfare. As clearly brought out
hr the te<timony and questioning, however, many drugs are admitted to be ef-
fective onlr ax to a <mall percentage of users. In nddition, experts do not al-
ways agree as to the degree of efficacy or the hazards posed.

In ¢onnection with the doubt expressed ar to the wisdom of endowing one
public official with sueh far-reaching authority to be exerciced in areas where
much conflict of expert opinion exists I wonld like to call to the committee’s
attention the existing autharity of the Food and Drug Administration to achieve
the removal of a food. drug, device. or cosmetic from the market by obtaining
a permanent injunction in which judicial proceedings the manufacturer of the
product has no right to trial by jury.

Of the three types of actions which the present Federal Food. Drug, and
Co<metic Act ruthorizes the FDA to institute, l.e., ecriminal, seizure, and injunc-
tive, the right to trial by Jury is afforded the accured 1n the criminal and reizure
actions. However, with respect to proceedings seeking to perpetually enjoin
the accused, the Sopreme Court of the United States has recently denied cer-
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tiorari in a permanent Irtunction proceeding instituted by the FDA where the
failure of the court to grant a trial by jury as requested by the accused wag
In issue. This Is the case of United Statcs of America v. Ellis Research Labora-
tories, Inc. et al' This proceeding luvolved a diagnostic aid devios which had
been on the market for some 30 years aund sold only to doctors of medicine,
chiropractors, and other persons licensed by the several States to practice in
the healing arts. The record shows marked confiict in expert testimony as to
the device's efficacy. Expert opinion, however, seemed unanimous that the
device was harwmless. The Court's ruling granting the permanent i{njunction
has the effect of putting the manufacturer out of business and depriving diag-
nosticians of the device without the manufacturer having had the jury trial
which he requested.

1 submit that the right to trial by jury should be afforded the accused when
the FDA elects to seek to perpetually enjoin 8s well as when it elects to proceed
by the institution of a crimipnal action or by a seizure action. Accordingly, 1
respectfully suggest that an approprinte amendment is in order to HLR. 11581
80 as to provide for ameunding section 302(o) of the Federal Food, Drug, and
Cosmetic Act® by adding at the close of that section the following language:
“When 8 permapent injunction is sought, trial shall be by the court, or, upon
demand by the secused, by jury.”

I thank the committee for this opportunity to file mx above statement for in-
clusion in the record of the committee’s hearings on R.R. 11581,

7,214
STATEMENT OF Jacor RECK ON BEHALF OF THE NATIONAL BEAUTY & BaspEx o RN
MANUFACTURERS ASSOCIATION IN QProsiTiON To SecrioN 201 of H.R. 11581 f’f} £
i

My pame is Jacob Reck. 1 am counsel for the National Beauty & Barber
Manpufacturers Association, and herewith present its opposition to section 201
of H.R. 11581, which would expand FDA's factory inspection authority by
removing restrictions and limitations in the existing law and, thus, enable FDA
agents to conduct the broudest Kind of search of coswmetic plants and beauty
salons or barbersbops ln which cosmetics are held after entry into interstate
commerce.

! We oppose the unprecedented, unrestricted, and unlimited search authority 3
i provided for in section 201 of this bill which would subject retafl and whole
it sale establishments where cosmetics are held after entry into Interstate com-
I merce, such a§ drugstores, grocery stores, beauty salons or barbershops, to an

inspection of their records, files, and papers bearing on potential violations of

‘i the Federsl Food. Drug, and Cosmetic Act, which means anything and every-

thing on the premises, because the fine safety record of cosmetics during the
past decade dewmonsirates there is no need for this broad and unreasonable
{nquisitorial power.

FDA's published reports of legal actions instituted against cosmetics show
that in the past decade only two cosmetic products out of 815 billion worth of
cosmetics sold durlng that period were removed from the market by FDA

[ court action because of adulteration with a poisonous or deleterious substance.

Anyone familiar with the cosmetic enforcement picture knows that a drive by
FDA immediately following the enactment of the cosmetic provisions in the act
of 193% cleared the market of unsafe cosinetics more than two decades ago and

! that since then, for the purpose of self-preservation and to expand consumer

dcceptance, cosmetic firms adequately {uform themselves concerning the safety
of their products before putting them on the market. An increasing consumer

; acceptance bears out this fine record of safety.

In view of this lack of need, we contend it would be just as unreasonable at
the pre<ent time to authorize FDA to inspect the formulas, complaint and
personnel files of cosmetic producers and resellers as it was in July 1853 when

YU nited Rtates of dmevica v Eltie Reacarch Laboratorics, Inc, et al . U Dietrict Court,
Northern Divicinn of Tllanls Fsartern Diriclan civil actlon Na 60CS378. permanent {nfune-
tlan decree rntered June 14, 1907 : afirmed U S Court af Anpeala for the Seventh Cirenit,
Ko 3171, he aninion entered Mar. 22 1962 certiornr! denled. Supreme Court of the
United States, No 929 October term 191, on June 11, 1982,

Should 3t suit the convenlence of the committee T crhould be giad to supply the committee
with names and nddrerses of the defendant’a attorneys of record.

®21 USB.C 332(a).




VOL. 21 LEGISLATIVE HISTORY OF THE FOOD. DRUG & COSMETIC ACT

DPRUG INDUSTRY ACT OF 1962 631

this committee, throngh its present chalrman apd ranking mipority member,
in the House floor debate oo the compulsory factory inspectiop amendment,
emphacized that it was the congressional intent to provide for inspection within
a reasonable manner and within ressonable Hmits which did not incluode aun-
thority to inspect the formulas, profit-and-loss stutements, complaint or per-
sonnel files and many other similar documents. This emphasis on the {ntent
to limit the Inspection authority was made necessary by the grave constitu-
tional questions inberent in an unlimited, compulsory factory inspection. These
difficult constitutional questions have been raised anew in the expanded in-
spectiop authority requested in gection 201 of this bill. We submit that these
questions require a limitation op the inspection authority now just as they did
in July 1953 when your committee inserted in the factory imspection amend-
ment a requirement that the inspection be *within reasonable limits apd in a
reasonable manper” for the purpose of confining-the scope of inspection to
“factory, warehouse, establishment, or vehicle, and all pertlnent equipment,
finished and unfinished materials, cobtainers, and labeling therein.” {(See H.
Rept. No. 708, 834 Cong., 1st sess. (1953), p. 7.)

Accordingly, we respectfully request your committee to withhold approval
of section 201 of H.R. 11551 with respect to cosinetics and consulting laboratories.

STATEMENT OF JOHN S. HaLL, SECHEETARY OF AND IN BEHALFX oOF NATIONAL
MANUFACTURLRS  OF BevERacr Fravowrs 1x  OrrosrTion 10 H.R. 11581,
PROPOSED AMENXDMEXNT TO SECTION 704(2), FACTrOoRY INSPECTION

On behalf of the National Manufacturers of Beverage Flavors, we are anxious
that the views of that industry regarding House Resolution 11581 be clearly
stated and under~tood. We appreciate the apportunity to state our position.

We agree that if & previously accepted substance or flavoring is proven to be
unsafe. that prompt steps must be taken to prevent its use. However, we do not
azree that the ultimate goal, protection of the consumer, is served by giving in-
spectors complete libertv to ¢nter a factory with unrestricted access to “all things
therein.” To the contrary, our courts have consistently ruled in favor of pro-
tection of fundamental rights—which would be violated by the delegation of such
strong powers for purposes of factory inspection.

TWe must emphasize our alarm after reading the proposed broadened authority.
No personal husiness records, no secret formula papers would be denied access
to the inspector. The proposal speaks of “all things * * * bearing on violations
or potential violations * * *°  To our wav of thinkiog, this invites unlimited
in<pection, it invites adjudication of guilt or even presurmption or suspicion of
ruilt by a field inspector—a man suddernly called upon to serve in the capacity
of judge and jury.

Historically, the inspector’s prime concern has been sanitation apnd geperal
conditions of the factory premises, as related to bealth problems. Progress is
being made and mwore progress will be made. The inspector's role should adapt
to the desired functions. However the fundamental rights of the producer and
of owners of secret formulas should not be surrendered to the inspector who,
without statutory guides, can merelyr suspect & potential violation and use such a
key to any factory and to all things therein  What policeman protecting against
dire crimes I8 vested with this authority? WWhat grand jury is empowered to
act on such a basis? YWhere does this power fit in the pattern of lawful search
and selzure?

To cur deep copcern over damage to the rights of our industry members and
the value of the formulas and industrial properties they have bullt up, we must
reiterate the concern expressed by other industries. Additional objections have
been adequately expressed.

This request for unlimited power has been injected into proposed amendments
dealing primarily with that gection of the law covering the manufacture of drugs.
Our interecsts are not in that field. but if any greater factory inspection authority
is needed in the administration of the drug law, proposed amepdments sbould be
directed tn that purpose and not to the food section of the law.

We stand willing to cooperate with the Fond and Drug Administration in the
mutually desired goal of protecting the consumer. But we must ohject to pro-
posed legislation which in the zmice of <erving that goal, destrovs hasic rights.
If the admini<tration can provide evidence that the present legrislative authority
is inadequuate Tor 2 <pecific yurpose, they should come forth so that that problem
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would be fairly analyzed. Our industry will have no objection to any reason-
able approach on the basis of g showing that a change is necessary. A vague ex-
pression that more power is needed is not in Keeping with sound legistative
growth. Thank you for permitting us to add our expressions of opposition te
the proposed legislation.

i

STATEMEXT OF JAMES B. CAReEY, SeCRETARY-TREASURER, INDUSTRIAL [INION
DrPARTMENT, AFL~CIO, o H.R. 11581, var DrUG aND FACTORY INEPECTION
AMEXDMENTS .

Ay pame is James B. Carer. 1 am the secretary-treasurer of the Industrial
Union Department, AFL-CIO, and president of the Interpational Union of Elec-
trical, Radio, and Machine Workers, AFL-CIO.

‘The Industrial Union Department, AFL~CIQ, has come before committees of 3
the Congress several times to testify on bebalf of strong legislation to insure K
drug safety and efficacy, and fair pricer. We have consistently taken the posi- -
tion that strong legisiation is needed. We have dope so in the interest of the
6 million industrial wo: <ers represented through the IUD and of ali the Ameri- 4
can people, ) o

It would be easy enough to say, “We told you so0,” in the light of the recent
thalidomide tragedy. But nothing is to be gained from finger pointing and
ther. is little that ¢an be done for the victims of this drug “progress.” It is &
sad commentary upon our civilized society that we must wait until such tragedy
strikes before there is corrective action.

Pressures from the drug industry prove the need for a well-armed cop to
patrol the drug industry heat. Dr. Eelsey was subjected to strong and constant
pressures from a company intent upon marketing its product, regardless of
whether or not there was adequate proof of safety. What has bappened to the
Food and Drug Administration under present cireumstance is worthy of con-
gre~sional investigation.

Charges agninst FDA are outlined in the September Saturday Review by Jobhn
Lear, whn broke the drug industry scandnls that resulted in congressional in-
vestigations. Similar charge< were made in testimony of Dr. Barbara Moulton,
who vainly sought to accomplish what Dr. Kelsey heroically achieved. Dr.

Moulton charged in testimouv that the Fond and Drug Administration had
become “ip many areas & service bureau” for the drug industry.

Legislation cannot of itself guarantee that such circumstances will not arise
again, that there wil! be no new scandals like that involving Dr., Henry A, Welch,
who headed the Antibiotics Division of FDA until it was revealed that he had
used that position for per<onal gaipn. But legislation giving the Secretary of
Health, Education. and Welfare adequate police power can change the entire
orientation of cur Food and Drug Agency.

The people must be guarded against any “buyer bewere” philosophy in drug
merchandicing. Thex have little choice in the matter except to believe the label,
or take what the doctor prescribed. 1n po other industry is there such urgent
need for strang legislation.

The thalidomide tragedr is only the latest in a8 long series of drug mishaps
due to lack of adejuate sufeguards. The caze of MER-29 was nearly as serious.

Here, too, the chief concern of the drug industry was to get the compound to
wirket regardless of proof of safety.

FDA Deputy Commissioner John I.. Harver now agrees that the drug should
! pever have gone on the market. It seems< prohable that had there been adeguate
. safets requirements the drug would have heen withheld.

N In this case too, the FDA doctor who cleared the drug wae subjected to strong
{ndustry pressures And even §f these had not twen applied, the law {s such [
tht MEN-29 would have soon heen on the market. Current law permits appli- §
cantr to market new drugs if they have not been disapproved by the FDA within
60 dayrs.
MLR-29 re<ulted in cataracts, skin problems snd other injurious side effects.
Yet, even after the side effecis were reported, the drug continued to be prescribed.
Qver 300.000 patients had used the drug before it was withdrawn. Eveu while
efforts were being made to force withdrawal, an ad in the American Medical
Ascaciation Journal claimed that there were “few toxic or side effecte reported.”

The age of miracle medicines has made it more important than ever that we

proceed with care. These medicines have made wonderfnl cures poasible, but
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‘(‘
they have algo brought us to new thresholds of body chemistry. Unless there are ‘ 3 ;
adequate precautions, the cure may prove as dangerous as the {liness. ;

Rbeumnatic artbritis Is a merciless afiliction. It was po wonder that when !
decadron was introduced in 1956, thousands turned to it for relief. Side effects
ranging from simple rounding of the face to revere mental disorders were soon
evident Yet, 2 vears laler, advertisements continued to proclaim: “No worri-
soine side effects contributable to decadron have occurred as yet.”

The drug industry has failed to learn from experienece. Voluntary restraint
has proved woefully inadequate. The drive has been for the quick (profit) kill
with the quick pill. It is a miracle that there havée been no worse tragedies.

H.R. 11581 gues n long way toward correcting the situation now prevalent.
It does not, in our view, go as far as it shounld. However, we urge quick passage
of the measure as a decisive step forward on the road to sanity in drug mnanu-
facture and marketing. The bill will protect patients, doctors, and even the drug
industry against itself. It will provide means to combat the mapufacture of
drugs under nonclean or unsafe conditions. In itself, this will be benefieial to the
respoosible drug company because it will belp to eliminate the drug bootlegger
who is now able to prevent plant inspection, and who now does not even have
the legal obligation to register as a drug mapufacturer. )

H.R_ 11581 would require drug manufacturers to register with the HEW Secre-
tary. Ouly those who have something to bide need fear this provision. And
certainty, those with something to hide have no place in the drug industry.

In our view, the drug registration provision does not go far enough. While
we are in favor of passage of the measure as written, we shall continue to push 1 —na
for o law requiring that drug manufacturers be licensed by the Federal Govern-
ment. The ability to grant, withdraw, or withhold license is essentia]l for ade-
quate policing of the industry and for the enforcement of proper standarde of
safety and eficacy.

The bill would require each applicant seeking approval to market a drug to
establish apd maintain records of its effectiveness and its side effects and make
there records available to the Government. This will be of significant belp in
keeping uselers and—more importanly—harmful druogs off the market. We are
in full agreement with the requirement.

The provisions covering factory inspection are long overdue. Such inspection
will insure cleanlipess in plant operation, protection from adulteration, and the
proper branding of products. It will give Federal inspectors access to papers,
records, files, processes, controls, and facilities. Tbis will make ipspection
wmeaningful.

The IUD is not impressed with arguuents that factory inspection will result

in invasion of industrial privacy, or the pirating of business secrets. In the
first place, the public health and safety is more important than business secrets.
In the second place, there is adequate protection within H.R. 11581. The law
proclaims that information obtained by inspectors is confidential. Certainly,
trade secrets will be as confidential as they are now, in view of advapced chemi-
cal analysis and electronic snooping.

The law, as presently written, permits FDA only very limited rights in check-
ing qualifications of drug personnel. These rights will be broadened under the
proposed law. This will be a step forward since the safety of the consumer is
intimately tied up with the qualifications of key personnpel.

We are especially pleased with that section of the law which gives the HEW
Secretary the right to order a drug off the market {f he finds that clinical, or
other experience, or tests show the new compound unsafe or-of no medical value.

Too often, the concumer must wait for tragedy before a drug is withdrawn under
present circumstances. The consumer will be significantly safer if this provision
becomes law.

Testimony before this committee and in the other body of the Congress has
attested to the exorbitant prices of drugs, and to the fantastic profits of the {u-
dustry. Certuinly, under such circumstances, the consumer has the right to
expect efficacy and relief frow the medicines he is offered.  This, in far too many
cases, has not eventated. Drugs often are not injurious but neither are they
effective. The scandal of RDX and of rutflower oil capsules 1Nustrates the polnt.

Power to remove neeless drugs from the market will be an effective tool in calm-
ing down exaggerated claiwns for drug efficacy.

No drug should be permitted on the market ff it represents a hazard to the
Jublic at large. HL.R. 11581 would remedyx this situntion. The IUD {r of the
view that the bill's section, which authorizes the HEW Secretary to withdraw !
such drugs, is indispensable.

£8568-—@2——41
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I The argument has been raised that the law will place the HEW Recretary in

! the position of & czar. Nothing could be further from the truth. The law re-
quires that withdrawal orders shall be accompanied hy detailed findinga. Court
review is also provided. The honest manufacturer who seeks to serve the sick
will have nothing to fear.

The batch testing requirement in the case of antiblotic represents consnpmer
protection of a vital kind. It will insure better guality control, ag well ag added
sufety. It ir difficult to understand industry objections to this provision. In
view of promotional and pricing policies of the industry, its sudden concern about
added costs is hardly impressive.

We are gratified to note that H.R. 11581 requires the truth in advertising claims
for prescription drugs, together with a listing of side effects, active Ingrediente

_ by nsual name and contraindications of the drugs. Exaggerated claims made in
drug advertising have been shameful. Ther have cruelly raised the hopes of the
sick. the aged. and the infirm. It is time that the truth should be made &n ele-
mentary requiremeunt of this adverticing. It is inhumane to permit this industry
to take advantage of people who grasp at almost any straw in the hope of cure
or reliet from pain. Here, o, there is an area of confusion and massive misin-
formation. The cost of patent medicines reaches into the billions. Certainly,
as RDX proved. there it a need for truth in advertising in this area, equal to
that ion prescription drugs.

The general tightening up in the area of barbiturates and other habit-forming
stimulant drugs provided in the bill should have the approval of the drug indus-

il try itself. The expanded use of such stimulants has exacted a toll reflected in

prison records, delinquencs, and brutal crimes. The public welfare demands the
bill's regulation. and the 1IUD gives its full endorsement.

I{.R. 11521 would extend the time in which the Government could examine a
new drug application This should aid materially iu relieving unwarranted L
pressures on FDA doctors. With a maximum of 180 days for study and investi-
i bation, instead of the present GQ days, the probability of decisions in the interests “.7
; of public safety will be greater. -
i We strongly favor the granting of power to the HEW Secretary, permitting N
j
!

- A

!im to keep a pew drug from the market until it i< proven safe and effective.
This right caunot be exercised arbitrarily, as rome have alleged. The right of ;
. review and recourse to the courts is clearly available.
§ ) The Industrial Union Department hails as a step forward, the provision in
H TI R. 115381 that gives the HLIW Secretary the right to standardize drug names.
g This will help to eliminate wuch <onfu<ion and will facilitate prescription by i
N generic name. This is an essential step toward fairer drug prices. Sy
! The requirement that the standard or geperic nawe shall appear on the drug
j label, and that the quantity of each ingredient—if there is more than one—shall
g also be stated, is apother welcome step in this direction. The need for consumer
{ protection in this area is greater today than ever. The wonder drugs of our day
H grow increasingly expensive, and the most expensive way of obtaining them is by p
{ brand name. It {s our hope that these requirements will influence pricing policy
N in the drug industry so that the consumer will finally get & break.
i We are disappointed by one major lack in H.R. 11581, which we feel 15 essential
{ if drug prices are to be held down. Badly needed is modification of the psatent
' laws as applied to drugs.
' It is our belief that no patent should be granted on any new drug unless there
b is a substantive change and improvement. As things stand, a slight alteration of
e the formula is sufficient for a new patent. Drug research, as a result, has stressed
?E_ o changes sufficient to enable rival firms to come up with duplicate products. Re-
search has been geared to promotion, and the rtress is on the new, rather than
the better.
In the decade ending with 1959, some 3.500 new products hit the ethical drug
market and another 1,100 new do<ages of existing products were also marketed.
Of the new products, 88 percent were combinations of drugs alreadyr on the market
or duplications of existing products. Such practices have added to the confusion
and eosts in the drug field.
Patent monopoly in the area of new discovery has permitted the drug fndustry
t~ charge what the traffic will bear. Trulv competitive pricing policies will not
be e<tablished until the patent laws are changed to permit true competition in
the maunufacture of the same product. Exclusive patents should be granted for
not more thap 3 vears, after which provision rshonld be made to reguire the
licensing on fair terms, of all who want to enter the field.




VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT

DRUG INDUSTRY ACT OF 1962 635

The Industrial Unlon Department, AFL~CIO, recognizes that H.R. 11581 rep-
resents a long step forward. While it is of the view that patent reform is funda-
mental In drug policy, it takes the position that its exclusion should not be reason
to bold up the bill before this committee.

The 1UD will continue to work for improved drug legislation in line with the
Nation’s needs. It will continne to press for patent reform. Such reform is es-
sential If the price gouging made possible by the illg and the guffering of millions
of us i8 to be ended.

At the present time, patients have no knowledge that they are sometimes used
a8 guinea pigs when new drugs are introduced. Patients should have the right to
reject such drugs and doctors should be required to inform patients that they are
belng treated with trial drugs. We urge the inclusion of such a provision in the
measure before you.

The 1UD applauds the work of this committee in the fleld of drug legislation
and commends its chairman for introducing this bill. It is our hope that it will
soon be reported to the House floor. New drug legislation that will protect the
public can be a major accomplishment of the second session of this Congress.
We are gratified at the unapimous vote for similar legislation that came in the
Senate last week.

In view of what has been revealed in more than 2% years of drug hearings,
it is difficult to understand the position taken by some industry spokesmen.
We are, in fact, appalled by the views of pome, who last week came before your
committee.

We refer the committee to the NAM News of August 24. A front pege story
there is headed, “Drug Industry Fears Effect of Emotional Congress Action.”
The NAM, indeed, and the drug industry, show little respect for the judgment of
the Congress.

The pharmaceutical industry takes the position that F.R. 11581 represents over
regulation. The representative of the Pharmaceutical Manufacturers Association
testified that “careful” study¥ Is required and that there should be wo “drastic
changes” in the law. Ide termed the efficacy requirement of H.R. 11581 “nebu-
lous.” It would seem that the manufacturers want to maintain “flexibility” on
this matter.

Let us look at the “flexibility” that now exists. FDA Deputy Director Xen-
neth L. Milstead, in a speech to the Yonkers Academy of Medicine a few months
ago, was reported as saying that FDA would crack down on doctors who— -

Arrauge for tailored studies to permit a drug promoter to advertise that 8
product has been clinically tested, although only a few uncontrolled observa-
tions op a few patients have been made.

Rent themselves out as *“‘consultants” to drug firms apd then agree to rig
drug test procedures so that the results will be as predetermined.

Use us treatment-for-pay-medicine drugs labeled “for investigational opse”
without submitting proper clinical reports necessary for the evaluation of
the drug's benefits or harmful effects.

How many more thalidomide tragedies does the drug industry need?

It is interesting to note that the drug industry would now try to point to
the thalidommide tragedy as proof that new legislation is not required becaunse
the drug wasn’t actnally marketed. TYet, thalidomide would bave been marketed
had it not been for a counscientious FDA emploree upon whom the industry
brought heavy pressure to release the drug. It is also strange that the lack
of law in other nations should be used to justify inadequate law bere. Yet, this
has been done in testimony before this committee.

The big question is whether the “quick kill with the quick pill” ountlook shall
go unchallenged. It is a question of whether profits or public safety shall come
first. We take the position that reasopable profits coming from service to the
Nation &re the kind@ America needs, while profits resulting from denial of the
public welfare are harmful.

The New York Times of August 26 carried a front-page story headed, “Scien-
tists Fear New Laws May Curb Drug Research.” A reading of the article shows
that those most concerned are representatives of the industry.

The fear is that tight restrictions on clinical testlng will result from new
legislation. Yet, we find no such restrictions in H.R. 11581. True, the Senate
legislation would give the HEW Secretary the right to require animal tests,
but there is nothing in the proposed legislation that would halt clinfcal testing.
‘We feel that the industry and otbhers are building a strawman.
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It has been proposed that a qualified advisory comntitiee of sclentists be named
to help draft sensible propoesals to jnsure safeguards for the people, especially
in the area of clinical testing. This may help to supply an answer and I8 worthy
of the consideration of FDA., We find po reuson. however, to believe that either
the proposed Jegistation or newly announced HEW regulations will result in the
Lampering of clinjcal testing. We cannot believe that the BEW Secretary would
uct against clinical testing in sany specific case, unless there were good reason
to doubt the safety for buman use of the drug {n question.

We take this accasion to remind the Congress that the hest of laws can becowe
meaninglesy withont adequate funds for enfarcement. Funds granted up to now
have been {nadequate for the FDA to carry out its functions as it sbonld. FDA 5
has 2 tremendous responsibility in an increasingly vital area. This responsibility s
must not be abused nor should there be any excuse for neglect. s

ABRELS Y

STATEMENT FOoR CoXxgUMERS RESEARCH, INC., StAMITTED BY F. J. ScHLINK, PRESI-
DENT ANp TECHNICAL Direcroe, Coscerxixe H.R. 113581, Secrrox 202

The proposed amendment to section 301(j) of the Food, Drug, ard Cosmetic
Act concerning confidentiality of information is apparently intended to protect
from disclosure and from improper use such private information as might be
obtained from inspections of premises and examinations of records found i{n such
premises.

We can understand tbe need or some such provision {n conjunction with the
extended powers of inspection provided by section 201 of H.R. 11581. How-
ever, section 202 goes far beyond any needs which would be created by enact-

ment of section 201. The proposed mew rule about confidentiality would pot
only protect from disclosure such infermation as might be obtained from jnspec-
tions, but the amendment as set forth in section 202 would also throw an un-
warranted and highly Improper statutory blanket of secrecy over a wide range
of other matters which ought to be open to public scrutiny.

For example (and this may be the most important single example}, section
202 would make it a matter of law that the entire contents of food-additive
petitions be held in confidence. These would include petitioners’ reports about
tests as to the safety of such additives. We believe it is berond question that
the reports of such investigations should be freely available to the public, and
especially that they should be available for examination and study by the scien-
tific community. It ts through the wide dissemination of sclentific reports that
the asserted findings are tested against the expert knowledge and opinions of
all those other scientists who are informed in a special field of knowledge and
who should have the opportunity to read and consider published reports, freely
available to all who are interested.

Section 202 would require the withholding from the public of much other
vital information. The list 48 too loug and varied to give here; it would in-
clude just about every piece of information reqguired to be submitted by manu-
facturers under many jmportant sections «f the Food, Drug, and Cosmetic Act.
Under some circumstances, it wonld perhaps become possible for a manufacturer
to seal the lips of the Food and Drug Administration as to a grave danger to
the public welfare simply by including certain information in a report or peti-
tion to that agency.

The provisians of the Food, Drug, and Coswmetic Act are in many respects a
patchwork of amendments upon amendments. FEach of several chapters of the
act now has more or less appropriate requirements as to confidentiality of in-
formaetion. These separate rules were established by the Congress with careful
concideration ss to their effects. The change propoced by section 202 of H.R.
11581 would have 8 widespread disruptive effect on established rules in & way
which we do not believe the Congress could poesibly fntend.

We recommend that section 202 of H.R. 11581 be eutirely rewritten. It
shonld provide for appropriate confidentiality of such information ss is obtafned
through factory inspections and is properly to be withheld from competitors,
and should be severely limiled to that purpose. We believe that rection 301(3)
of the act need not be amended at all in this connection, but that the necessary
provisions should be fncluded as a subsection of section 704, which deals with
factory inspectiona
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DEPARTMENT oF JEALTH, EpUCATION, AXD WFLFARE,
Foop ARD DRUG ADMINISTRATION,
Washington D.C_, June 22, 1962.
Hon, OreNy Harnrs,
Chairman, Committee on Interstate and Foreign Commerce,
Housc of Representatives, Washington, D.C.

Deas My CnaigMaN: In testifying before your committee on June 22, 1862,
Mr. Thomus Austern, representing the National Canners Association, commented
on testilwony presented on June 19 by Secretary Abraham Ribicoff.

The portion of Secretary Ribicoff's testimony to which Mr. Austern referred
wus:

“Evidence obtained during inspections over a number of years have shown
that some of the tomutoes of the King's Creek Canning Co. operating five can-
neries on Marvland's Eastern Shore were untit for food. The firm has consist-
ently refused to furnish full infermation about iuterstate shipments. Many
<hij:nents .are made by the manufacturer's own trucks.  In 19549 gross insantiary
«unditions were encountered during inspection of the plants. We found fiy eggs
and maggots in the caubed tomatoes. We were able to locate and seize only
three shipments which probably represented less than § percent of the firm’s
vutput.

“Thus the refusal of this canner to furnish complete shipping records re-
~ulred in the marketing and consumer consumption of large quantities of filthy,
maggoty canned tomatoes,”

Mr. Austern indicated tbat one of the Jots of filthy tomatoes referred to by the
Necretary was 1eleased to a charitable institution for consumption following
Federal seizure Mr. Austern indicated that this was reported in our Food
Naotice of Judgement No. 27381.

Each of the three lots of filthy tomatoes referred to in the Secretary's testi-
monys was seized in 19799, condemned and destroved. The Food Notice of Judge-
ment No. 27381, 1o which Mr. Austern referred. has to do with a seizure made 2
vears later in 1961 it was not seized because of the presence of filth but rather
becance the tomatoes did not meet the requirements of the applicable food stand-

. ard by reason of excescive liguid. and it was, 8s Mr. Austern indicated, de-

livered to a charitable institution.
Muay I ack that the recard he amended by inclusion of a copy of this letter?
1 am <ending a copy of this letter to Mr. Auxtern.
Sincerely yours, -
Joux L. HasveEY, Deputy Commissioner.

NATIONAL CANNERS ASBOCIATION,
Wasghington, D.C., June 28, 1962,
Hon, OreN Hakwis,
Chapman, Committee on Interxtate end Foreipn Commeree,
Houxe of Representatives, Waskington, D.C.

Deawr Mg CrairvaN: Depaty Commiscioner John 1. Harvey of the Federal
Food and Drug Administration has forwarded to me a2 copy of his letter of
June 221962, fn which he comments on a portion of my testimony oo that day
on behalf of the National Canners Acsociation before your committee,

In his letter, the Depmity Commissioner states that 1 “indicated that one of
the lots of filthy tomatoe< referred 10 by the Secretary was released to a chard-
table anstitution for convunuption following Federal reizure.” Mr. Harvey also
quotes what he believes to be the part of Secretary Ribleofl's testimony to which
1 was referring in v testimony.

An examination of the official transeript of my testimonvy will readily make
it dear that there was no “indication” on ywuy part that 1 was referring to the
T979 shipments

n the cautrary, I specificallr sufd “Now. thiere was a third seizure of 600
cacesn June 11 That is FDA Notice 27-381" (transeript, p. 1R4). Bnth the
date and the it ition were given

In addition iy references to the Secretary’s testimony were not limited to
the partions auoted in Mr Harvev's letter.

The Secretary (transeript, pp 36-37) made it clear that he war not talking
ahont the vear 1959 alone 1n de<eribing the operations of the named proceRsor.
He referred to “evidenece obtained during inspections over a number of years.”
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He talked about a consistent refusal to furnish information about interstate ship-
ments. lHe then continued by talking about “cuse after case” in which foods that
went “distributively all over the United States” to “thousands and thousands
of retail outlets,” were “adulterated and unsafe goods.”

His apparent point was that the departmeuntal proposal for authority to
rearclh through all of the files was supported by this example of a processor's
refusral to furnish shipping records of the movement by his own trucks of what
was c¢alled “adulterated and unsafe goods” (transeript, p. 37). It would be
difficult indeed to read all of the Secretary’s observations without concluding
that the entire packing operation of the particular canner was implicated by his
statewments.

As the transcript of my testimony makes perfectly clear, 1 did not refer to the
Secretary’s animadversions on this packer in pointing to the existing FDA
authority tu get shipping records and its other pouwers presently authorized on
the facts reported by the Secretary (transcript, pp. 177-179).

Instead, 1 did so later in discussing the possibility of what I called “casual
publicity” being damaging to a particular company. As I put it, the committee
had “heard that man’s pack talked about in most derogatory terms” (transcript
p. 184).

My reference to the later 1961 seizure was intended to rebut the clear implica-
tion of Secretary Ribicoff’s testimony that everything the named canper packed
was unfit. In fact, our search revealed only three notices involving the packer
whoese name had been so unhappily used in the hearings.

It occurred to us that the best refutation of the Secretary’s implication con-
cerning this canper's entire pack was that another lot of this packer’s tomatoes
had Leen subjected to intensive examination by the FDA apd that no evidence
was found that the packer's tomatoes were unfit for food. This June 1961
seizure was based solely on the ground that under the applicable regulations
the goods were not properiy labeled under section 4U3(h)(1). The notice of
judguent specified that after defasult the torsatoes were delivered to charitable
institutions.

1t is our view that the charge and disposition in this seizure make it clear
that the 1959 charges were in all likelihood confined to & particular period in
that packing season, and that since that time this packer’s product has been
free of the alleged conditions so unhappily described by the Secretary.

We are confident, however, that the committee will appreciate that the specific
reference to 2 named canuner by the Secretary in his testimony, which is some-
what unusual e rteelf, was offered to support the FDA's contention that the
proposed amendments to section 704, authorizing their inspectors to have sccess
to food plant files and records, are necessary to enable the FDA. to carry out its
enforcement responsibilities under the act.

Reference to an earlier part of the trapseript, dealing not with casual an-
fortunate publicity, but with the specific existing powers of the FDA under the
provisions of the present act (transcript, pp 178180y will indicate that I
offered four specific reasons why the particular example offered would on the
asserted facts in no way support the proposed awendivents in title II.

If the “evidence obtained during inspections over a number of years” was as
reported, the emergency permit control provisionr of section 404 of the law
might have been brought into play. The provisions of section 302 providing
for injunctions, which have been utilized by the FDA {n the past, were also
applicable. And if the evidence was as cogent as sugzested, a criminal prosecu-
tion under sections 301(a), 303, and 402(a) (4) was also available.

But more important. 1 suggested that if the processor was using his own
trucks, section 703 of the law would require the production of shipping records.
That <ection now authorizes the FDA to “have access to and to copy all records
showing the movement in interstate commerce of any food.” It applies to all
carriers engaged in interstate commerce, which in our view includes thoke
delivering in their own trucks. But a specific written request is required,
and the copgressional prohihition against the use of these records in & criminal
prosecution becomes applicable.

Accordinzly, in this earler portion of my te<timony. an effort was made
to demonstrate that the report of prevalling operating conditions vielding un-
fit fond, coupled with the refusal to furnish shipping records, could abundantiy
have heen dealt with under the existing act. and hence offered no sapport for
the requested authorization for a sweeping and recurrent examination of all
records and files.
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1 am confident that on a full reading, the transcript, both of the Secretary’s
and of my testimony, will speak for itself. In order that no misunderstanding
may exist, I would appreciate your including in the record a copy of this letter
along with that of Mr. Harvey.

Very truly yours, A Tn A c a
. omaB AusTERR, Counsel.

NATIONAL ABBOCIATION OF FooD CHAINS,

Washington, D.C., August 28, 1962.
Mr. W, E. WILLIAMSON,"

Clerk, Committee on Interstate and Foreign Commerce,
U.8. House of Representatives, Washington, D.C.

Dzar Mr. WILLIaAMs0N : This statement is submitted by the National Associa-
tion of Food Chains, Inc., in opposition to section 201(a) of H.R. 11581, the
“Drug and Factory Inspection Amendments of 1962, The associstion {8 com-
posed of approximately 230 corporate food chains, ranging in size from as
sipall as 2 store operations to organizations distributing through more than 2,000
stores.

Nection 201(a) of H R. 11381 would greatly expand the present inspection
provisions of section 704 of the Food, Drug, and Cosmetic Act to authorize carte
blanche inspection of “all things™ in any establishment, Including food stores,
which bears on any violation of the act. The practical effect of this section of
the bill is to make it impossible for anyone to refuse Government inspection of
anyxthing, including all business records.

NAFC recognizes that Government inspection is necessary in some instances
to uncover violations of Federal law. This inspection authority should, how-
ever, contain some limitations to protect the legitimate interests of law-abiding
businesses. Section 201(a) ignores this important principle. It eliminates any
protection against unwarranted Government fishing expeditions, it invades
the business privacy of food store operators, and it raises serious questions as
to whether it permits unconstitutional search and seizure.

Moreover, the costs to & company’s operations of such & widespread and de-
tailed inspection may well be consfderable. These costs, in turn, must be passed
on to the consumer.

No attempt has been made In these hearings to demonstrate why such broad
inspection authority would further the remedial purposes of the law. Certainly,
no such need is based upon any alleged violations by NAFC members.

The Food, Drug, and Cosmetic Act can impose criminal penalties upon unn-
knowing violators. To include food store operators within tbe coverage of this
bill is therefore not only unjustified but is also a dangerous extension of gov-
ernmental inspection authority.

Respectfully submitted.

CLARERCE G. APAMY,
Ezecutive Vice President, National Association of Food Chains.

VIENKA, VA, August 21, 1962,

Dear Siz: During your committees deliberations on the drug mess I thought
perbaps the enclosed mnight be of interest to you. It is not directly related but
since some of the ingredients mentioned are also drugs there is a direct tie-in
1 am generally unaiterably opposed to Federal meddling in controls but recognise
some are absolutely essential. This ic one area that needs bolstering to combeat
the commercialism involved.

Do your children or grandchildren consume quantities of ice cream?

Sincerely,

: N.D. Errry.
[From Prevention, August 1962)

ADPDPITIVES BY THE HALF-GALLON—IF Yor EvER THOUGHT IcF. CREAM WHOLESOME
Foop, You WrniL BE STARTLED AT THE REVELATIONS ABOUT WHAT EacH
Drriciovs 8rooNFiL Rearty CONTAING

The kids this vear have over 200 flavore of ice ¢cream to pick from theugh
chances uare that thes’ll chovse one of the old standbys—chocolate, vanilla, or

strawberry. For the more adventurcus, there are rhubarb, mango, and coconut
caramel to try.
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: Tle mango is described as “intensely lemon-colored,” so it should meet with

! great success. Color s very hnportapt in the ice cream business, and an ice
. t ' creaw flavor whose color is “intense” is the most likely to get its fair share of
R 4 warket which lLas every Amerfcan }icking or spovulug over 1. pounds of ice

credm per year. )

Ice cream manufacturers have also discuvered that ice cream which holds its
expected textwuic lenger sells better. The customer enjoye eating it wore and
the salgsman in the store finds it nicer to work with.

In the course of bis education the ice ¢ream manufacturer soon becomes
aware that to make a full-flavored ice cream takes a lot of flavoring. A lot of
berries. chocolate, bapanas, peaches, etc., cust a2 1ot of money. So the manufac-
turer is usually gradudted into a new approach-—synthetic favorings.

It Is easy to see how the pattern of modern ice creawm has developed. It is the
story of the developument of most mudern food Industries, whose aiw is to make
more cheaper, with no regard for food value, and little for safety. This is
what has caused the gravest danger to us, in our food supply. Prevention finds
this beedless profiteering cause for great alarm.

By K. ke

NO PHOTECTION IN THE 1AW

1t took uhtil 1958 for the United States Government to do anythiog at all about
regulating by law the standards under which ice cresm is prouuced. What went
| on in the industry before that was unspeakable. Now there is some control, but
! still one cannot belp being astounded at the many dangerous additives that con-
{ tinue to be used in ice cream. Furthermore, Federal law does not control many
l aspects of manufacture in products which are sold exclusively within a single
State—as most ice creams are. The States themselves are inconsistent in what
they require in an ice ¢ream. By aud large, the ice cream industry has a fairly
free hand in what it sells to the consuwer as a fina] product.
! Al of this information became quite apparent as we read through a recently
! published book, “Ice Cream and Related Products,” by J. H. Frapdsen and
‘ W. S. Arbuckle. The book is intended as a basic handbook on the manufacture
4ud selling of ice cream. As such, it gives a prefty full picture of what one is
setting when one takes a half-gallon of 1ce cream home from the supermarket,
Of course, Prevention's objections to commercially sold ice cream start with the
wost basic ingredient. the milk. Milk is no better for the body when it appears
creanly and frozen than when it is poured from a bottle, The milks and creams
in ice creame contain the same excessive talluess factor, the same butterfat, the
same objectionable antibiotics and the same allergenic properties that Prevention
has warned against for years.

But milk is only one of the drawbacks in ice cream. Sugar, for another, presents
an even greater hazard to the body, aund sugar constitutes up to 20 percent of what
is sold to you as ice cream. Sugar is the one item in our diets that robs us most
freely of valuable B vitamins, and sets our blovd sugar to doing roller-coaster
climbs and plunges. If there 1s any putritive merit in the milk products in ice
creaw, the sugar quickly snuffs out any advautage. As “Ice Cream and Related
Products” evaluates sugar's part in ice creain, “The main function of sugar is to
increase the acceptance of the product, not only by making it sweeter, but more
especially by evhancing the pleasing creamy flavor and the desired delicate true
fruit flavors.”

We doubt that parents who disallow their children candy and do allow them
t0 eat ice cream are aware that every dish of {ce cream a child eats contains two
or three tablespoons of sugar. And if your famnily goes through the popular half-
gallon package every week, as many families do, they're adding an extra pint of
pure sugar to their already unimpressive diet.

o AT ORI .. o+ - = e e 35 .
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CHEMICALS AND MORE CHEMICALS

Have you poticed that the ice crenn in late years i potably free of ice crystals
and has a smooth creaminess about §t? That's no accident. It's the result of
stabilizers, and emulsifiers. The stabilizers used to be of gelatin animal sources
such ng the skins and hones of calves and pork, or of vegetable sources: agar-agar,
certaip types of seuweed, etc. Today there has been a general switch to a cheaper
synthetic chemical, sodium carboxy methylcellulose (CMC) is the basic stabilizer
being used by the ice cream industry of the present day.

R
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Emulsifiers are another of the strange things that have happened since making
ice cream moved frow the back porch to the factory. These are described as
valuable for “the improved whipping quality of the mix, the production of a drier
fce cream with a smoother body and texture having superior drawing qualities
at the freezer, and more exact contrel which can be maintained in the varlous
manufacturing processes.” Natural emulsifiers such as eggs, milk proteins fat
Jecithin, etc., have given way to the monoglycerides and diglycerides and to com-
pounds known collectively as the poly compounds. The glycerides are artifictal
fats, which Prevention condemns for several reasons, not the least of which is
their propensity as with all processed fats, to open the way to cancer and raise
the natural cholesterol level of the blood.

The polyglrcerides, of which polyoxyethylene monostearate is 8 commonly en-
countered example, have been used in breads, salad dressings, and ice cream.
Federal law probibited their use in these products, because, as ope former Food
and Drug Commissioner put it. they would make “good paint removers.” Some
are used for this purpose, 3s well as for antifreeze in cars and coolants in afr-
plane engines. Ap elixir sold in the 1/40’s, and gnaranteed to cure kidney dls-
ease, strep throat, or gonorrhea, contained diethy! glrcol. After 105 men and
women had died as the result of taking the elixir it was recalled from the mar-
ket. Is diethyl glycol in your ice cream? The Federal law which outlaws the
u<e of polrglveerides covers interstate commerce, but many ice cream manufac
turers have designed their products for local cousumption only. Unless the
specific State has a law which prohibits polyglscols, chances are that local
mapufacturers will use it. .

However, an even more offensive area of additives in ice cream is that of
artificial flavoring and coloring. There are Federal laws sgainst the use of
artificial colorings or flavorings In ice cream. How well do you think they are
observed on the State level?

BOME TASTY POISOKS

Sales fizures bear out the fact that vaniila 1s the most popalar 1ce cream flavor
of all. “Ice cream and Related Products” gives a run-down of the compounds
now used to give Ice cream that popular vanilla taste. You can be old fash-
foned—and extravagant-—and use real vanilla beans. (Even these don't sound
too appetizing when we learn that the extractions sre prepared from finely cut
vanilla beans in a solution of not less than 35 percent alcohol) You can get
vanilla concentrates, vanilla pastes, blends that contain truve vanilla extracts
mixed with synthetic, and preparations which “contaln no vanilla bean ex-
tfractives.”

As the flavor desired gets more speclalized, so does the method of acquiring
it. Commercial ice creams almost pever use the natural substance to attain the
bulk of the flavor intended. Ibp the book, “Food Flavorings,” by Merory, we
came across a chapter entitled “Imitation Flavors™ Many of these formulae
are the opes vsed to flavor the fce cream we are offered. Here is the recipe for
banana flavorings :

Imitation violet-formula MF 140
Benzyl proplonate
Ethyl caproate.
Heliotropin__.._____ N
Vanillin

Coumarin substitute.
Linalaol_______ e
Amyxl valerate__
Amyl butyrate
Acetaldebvde e
Amyl acetate____

We investiznted these incredients in the Merck Tudex and came uvp with some
surprising and disconcerting background on some of those that were listed.
Helintropin was found to be a drug, which if uvsed in large amounts, will caore
depression of the central nervous system. Amyl valerate §8 a8 substance that
hac heen uced A« g sedative for hyateria.  Amyl acetate i used to perfume shoe
polish and in the manufacture of artificial silk, Yeather and in dreing and finish-
Ing textiles It 18 also known to cause headache, fatisue, and irritation of
mucus rmemhranes upon continuous exposure. Acetaldehyde §s ured, among other
things. in the manufacture of plastics. It irritates the mucue membrapes, and
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g has a geperal narcotic action. TLarge doses may cause death through respirs-
‘ tory paralysis. Its toxicity symptoms are similar to those of chronic paralysis.
i This formula for banana flavoring was chosen at random from a listing of
W dozens of similar ones offering commor flavors such as butterscotch, tutti-fruttd,
} {i‘ and blueberry 1o Mr. Merory’s book. Banana ice cream ia just one of many
i whose flavoring ingredients would give one reason to be concerned.
; s Other flavorings containing specific undesirable ingredients are: cherry-piper-
1)
&
|

4

o5
WA

[
,,,Ai_r?

onal, a substance uged to kill lice; aldehyde C-17, an inflammable liquid used in
aniline dyes, plastics and synthetic rubber; pineapple-ethyl acetate, a chemical

12

o

\l, 1 used for clesning textiles, whose vapors may be irritating to the mucus mem-
L] f branes, and may damage the heart, the kidneys and the liver; nut flavor—buty-
‘0 |
A
¢

sl
L

raldehyde, used In rubber cement, rubber accelerators and synthetic resins;
4 strawberry-benzyl acetate, a substance that can cause vomiting and disrrhea;
£ black walput-ammoniam valerate, a medicsl sedative.

COLORS PRETTY EUT DEADLY

In coloring techniques, the additives men have had a field day, and ice cream

mannfacturers are right there waiting to make use of any new development.

A technical book entitled “Synthetic Food Adjuncts” by Morris B. Jacobs, Ph.D.,

carried an interesting page on color association as it is understood by most food

: manufacturers, especially those who make confectlons such @s ice cream. In

the listings we saw such recommendations as “blackberry-dark, bluish-red; nut.

3 walnut to golden brown ; pistachio-bright green; strawberry-bright, bluish pink."”

o ’Q The author thoughfully lists & grouping of various shades of the primsary
k 1 colors, with the formulae for the different dyes to be mixed to achieve them.

Dark

{

f\ BLACKRERKY

| Amaranth : Caution : consult latest Government regulations before using this

dye in foods, drugs, and cosmetics.

! Indigotine : Dark blue dye.

! Glycerol: Used as solvent, humestant, emollient, sweetener, in cosmetics,
,1 liguid soaps, confectionery, blacking, printing and copying inks, also in the
Wil manufacture of nitroglycerol. Medical use: vehicle for antitussines
¥
; Bilush-red
i Ponceau 3r: Caution : consult latest Government regulations before using this
1 dye in foods, drugs, and cosmetics.
18 Tartrazine : Caution : consult latest Government regulations, ete.
H Indigotine : Dark blue dye.
. Glycerol : See above.
il

Walnut

3 Amaranth : Caution, see above.
. Tartrazine : Caution, see above.
8 Orange 1: Orange dye.
§ Ponceau 3R : Caution, ree above.
it Indigotine : Blue dye.
d Glycerol: See above.
i) L Fast green : Dyelng silk, wool, jute, leather.
! ! Medical use: Antiseptic for bacterial and mycotic infections.

GOLDEN BROWN
'

1
| Amaranth: Caution, see above.

, Orange 1: Orange dye.

: Tartrazine : Caution, see above.

Erythrosine: Brown color; caution, consult latest government regulations
before using in food, dyes, and cosmetics. .
i Ponceau 3R : Cautioun, see above.

It.

' Brillient blue: Dye for cotton and silke. Medical use: has been used as an
; antiseptic.
t
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PISTACHIO

Bright green : Tartrazine. Cautlon, see above. :
Brilliant blue: Dye, see above. ED:
Light green : SF yellowish dye. -

T

BTEA WBERRY

Tartrazine: Caution, see above,
Bluish pink: Indigotine—dye.
Glycerol: See above.
3 Frythrosine : Cauntion, see above. ,
& As you can readily see, what one ordinarily tbinks of as ice cream—milk,
v sugar (evep that is often a synthetic sweetener), eggs and fruit, or real vanilis
or powdered réal chocolate—is not what we buy at the store now adays. Prob-
ably an ice cream manufacturer with ideals of purity and honesty of product
could not exist In his competitive industry.
Anpd this conglomeration of chemical §ith is what they have the perve to offer
to the public ar a pure and nutritious food, especially good for children! We
bave even seen its use advocated as a breakfast food, atop dry cereal!
Iv cream js as jazzed-up a product as one can buy., Every trick in the book
has been employed to make {ts appearance attractive, if deadly, and fts manu-
facture as cheap as irresponsible methods permit. It is difficult to belfeve that Ty
intelligent people would permit their children to eat it, even occasionally, if
they understood the chemical garbage it contains.
Show this article to your friends, for the sake of their little ones if for
no other reason. And please, as you value your health don't ever succumb N
yourself to those pretty colors and sweet flavors achieved with deadly chemi- ;

cals.

Bright—amaranth : Caution, see above. i
i
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ESTIES

THE AMERICAN Pusuic HEALTH AssociaTioN, INc, !
Washington, D.C., Aupust 21, 1562,
Hon. OQgrex Hazeis,
Chairman, Housc Committee on Interstate and Foreign Commerce, New House
Ofice Building, Washington, D.O.

Deas Mr. CHAIRMAN: The American Public Health Association bas, for sev-
ergl ¥esrs, been concerned with the problems resulting from the mannfacture
2nd srale of an increasing pumber of drugs. In the opinion of the APHA, seri-
ous defects have become apparent during recent years relative to the clinical in-
vestigation, distribution, promotion and advertising of bundreds of new drugs
which are marketed in the United States annually. Tbese inadequacies are evi-
denced by the fact that since 1957 at least 19 drugs have bad to be recalled or
withdrawn. The following is a list of 15 of these drugs and manufacturers,
and the reason for recall or withdrawal follows:

R TN S I P or s macgvengion

ro

T,
g Manufacturer Drug Resson {or recall or withdrawal
Yederie Laboratory. ... _.._._ ... Lederle Yver infection with folic | Mislabeled ined epinephrine
acid. injection
fundor, Inc___. Landostene. Agrunulocytosis.
Blair Laborats S‘rmng aud soreness of the oar,

G.F Harvey.

Purdue Fredenck Co.. - - 'Do 1
F.aton Laborstores_ ._-] Furadantin oral suspension._. .. Subpotent. ,
Y'frer Laboratores. ... ... ___ Syngesterone aqueous suspen- | Potency varistions. K

W i . e

Liver damage.

Hepatitis.

. Severe atropins-like resction in in-
ants.

lofiman LaRoche. ..
McNel Labhoratories
White Laberatones...

M Upjohn. ... oo ... H.FC.ulbermoycin. .. __._.._._.. tholm: error.

b Euton laboratenes.. Altafor. ___ Dangerous side effects.

{ Upjohn... .. __ ___ Monuse___ -| Agranulocylosts,

bt E R Squbb& Sons._._.. . . __. Pentids *'400 Mixed in error with pentids sulfe

TR
Cnuse(i) cataracts, baldness, etc.

Wm S. Merrell Co
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The severity of this situation bas recently been brought to the attention of '2
all through the tragic experience in thousands of pregnanut women sbroad follow- EN

ing their use of thalidomide. In this instance one of the moet serlons defects
in the problem of drug control was clearly indicated-—that is the lack of ade-
quate prelimipary research before clinical investigation is permitted. Investi-
gation of new drugs does pot regularly include careful research of the drug
on pregnant animals. Also, clinical investigators are not always fully apprised
of possible and dangerous side effects. This, it seems to us, was demonstrated
in the use of thalidomide resulting in congenital malformations in thousands of
newborn babies.

In the light of these problems relating to the muitiplicity of new drugs and
the tragic experience with thalidomide, the executive board of the APHA on
August 14, 1962, approved the attached statement and has requested tbat it be
made avaflable to your committee in order that you may know the position of
our associatlon relative to thie matter. Additional information which may be
of assistance to your committee will be provided at your request.

Respectfully yours,
NOBLE J. SWEARINGEN,
Director, Washington Office.

STATEMENT OF THE EXECUTIVE BOARD, AMERICAN PUsuic HEALTH
ASSOCIATION, AUGUST 14, 1962

The American Public Health Association expresses deepr concern occasioned
by reports of the occurrence of large numbers of congenital anomalies fn several
countries from the prescription for pregnant women of an insufficiently tested
drug marketed under a number of different proprietary names.

We strongly commend the work of Dr. Kelsey, 8 member of the staff of the FDA
who prevented the release of the drug for sale in the United States. At the
same time in order further to diminish the possibility of the premotion and
sale of harmful drugs in the United States, the American Public Health Associa-
tion—

H (1) Reaffirms the importance of its resolution on drugs adopted tn 1860

urging on welfare, health, and other public agencies lMmitation of public
expenditures for drugs to those prescribed by nonproprietary generic nawes
included in United States Pharmacopoeia or National Formulary (accepted
dental remedies) or i npot included approved by a qualified formulary
committee.

(2) Emphaslzes the importance of strengthening the power of the Food
snd Drug Administration to require satisfactory evidence of safety before
any drug is released for general use, both by legislation and by increased
appropriations to permit expansion of gualified professional and technical
stafl.

{8) Requests that the FDA require that generic names be printed on
iabels and in advertjsing in equal prominence with proprietary names.

(4) Recommends that by legislation or regulation release of drugs for
trial in buman patients be conducted according to protocols which mweet the
gtandards to be established by the FDA {n consulstion with the PHAS and
which conforms to principles of ethics in clinical research estabdblished by
the AMA.

(5) Particularly calls attention to the risk of congenital snomalies re-
aulting from use of inadequately tested drugs and urges that drugr which
may be used during pregnancy be subjected to suitable tests as to teratogenic
effect prior to their approval by FDA.

(8) Recommends that the appropriate authoritier of the Federal Govern-
ment establish restrictions upon the froport into the United States of drugs
not approved for rale in the United States except for clinical trials under
protocols to be established by the FDA,

{7) Calls upon the pharmaceutical industry to hasten the implementation
of these measures of protection for the public by inttiating voluntary action
to these ends pending the development of new regniatinne and the enact-
ment of needed legislation by the Federal Government.

-——
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THE UNITED STATES PHARMACOPOXIA,

New York, N.Y., August 24, 1962,
Re H.R. 11581, antibiotics certification.
Hon. Orex Hangls,
Chairman, Committee on Interstate Commeroe,
House of Representatives, Washington, D.C.

Draz Six: This will convey the information on antibiotics certification that
I promised to provide in response to a request made by Congressman Roberts
duripg my appearance as a witness on August 22.

Of the hundreds of substances discovered in the past 20 years that may be
classed as antibiotics by virtue of the fact that they are produced by living
organisms, relatively few have been introduced for use as drugs. These latter
copstitute only slightly more than a dozen different basic molecular structures.
I have compiled a list of them, together with certain information that bears
on the need for their being subject to batch certification. -

During my appearance on the stand, Congressman Moss read from an address
recently delivered by Mr. Jobn L. Harvey, Deputy Commissioner of FDA, in
support of the legislation now before Congress. With respect to batch-by-batch
certification, Mr. Harvey stated tbat certification of all antibfotics is needed
because (a) “antibiotics are the first choice In treating life-threatening infec
tious conditions™; (b) most antibiotics are produced by processes that are com-
plex and yield “undesirable byproducts”; and (¢) “the potency of antiblotlcs
must be determined by biological assay procedures, the interpretation of which
requires unusual competence.” .

I regret that, not having seen a copy of the address earlier, I was not in a
position to comment on it adeqguately during the questioning period. Hence
I wish now to offer some remsarks.

With respect to point (a), there is no disputing that antibjotics are the first
choice in treating many infectlous conditions but this blanket statement requires
considerable qualification. In the view ot the cutstanding pbysicians who rerve
on the U.S.P. Committee of Revision, it 1s best to use one of the newer sulfa
drugs in many cases in preference to autibiotics. However, infectious diseates
make up only part of the medical emergencies that phrsicians face daily ro
that the role of antibiotics in medicine is not so different that, as 2 class, they
<hould be ziven different status under the law.

The statement (item (b}) that antibiotice are produred by complex nrocesses
which sometimes lead to undesirable prodncts also does not dl<tinguish this
groun from other drugs for which the same thing may be said. One of our most
important groups of drugs are tho<e which produce relaxatfon of muscles so
as< to facilitate the work of the surgzeon. The firct of the<e. tubocurarine chloride,
is the pniconous ingredient of what is popularly known as “arrow poison™ and is
obtained from crude materinls collected hv Sonth American tribesmen. The best
methods of extracting tubocurarine vield a produoct that contains other sub-
stances having undesirable activity. With respect to synthetic muscle relaxants,
the chemical mannfacturing proce<s {s such as to require great care in eliminat-
ing harmful byprodacts. Hence an argument ha<ed on complexity or undesirable
hyprodncets is seareelv moving in putting the antibiotics In a class by themselves
a3 renulring special FDA handling.

With respect to item {¢). it I8 simply not true that the potency of antibiotics
mnst be determined by binlogical assay. hecance chemical assays are us<ed for
many of them. ag i< indicated in the encloced table. The FDA itcel! user these
chemical aesava. Furthermore, thic again does unt place the antiblotirs in a
separate class becanse there are many drugs which are not svhject to certification
that can he tested only hy biological accav. T need mention only dicitalia. the
indizpensable heart drug; posterior pituitary. the drug nced in childbirth: or
heparin. which s nsed in the emergency of rcute heart attacks to prevent further
clotting of the blood in the coronary arterv. Other less fmportant drogs also
require biological standardization. Insulin-containing products also require
biologlcal stapdardization, but these of cour<e are subject to a tvpe of hatch
certification that works less hardship on producers and does not require duplicate
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testing on the part of the Government. Indeed, if the certification of antibiotics i
were put on the same basis as that of insulin, the present proposals would be less ’
objectionable.

The ultimate destination of tbe fees paid the Government for the antiblotics
rogram wag the subject of a regrettable misnnderstanding between me and Con-
gressman Moss. The point I wanted to make is simply that once a Government
agency has built up a testing unit for which it charges fees, it is unrealistic to
expect that unit to recommend its own abolishment. If we cannot depend upon
the Congress to luok carefully into the continued need for such services, Y am
sure that citizens will bave a right to feel that they are not being adequately Ao
represented. %y

With respect to the statement that antibiotics certification costs only one-
twentieth of a cent per dose, the fact should be brought out that this is an oversll
i average for the industry, and is made up of widely disparate figures. For the

s large manufacturer who submits a large batch of antibiotics. the testing fee is
nyt much Jarger than that charged for a small batch submitted by a small manu-
facturer 50 that the latter's cost per dose is much larger. This will tend to drive
the small producers of antibiotics completely out of business. A trend in this
direction Is already indicuted in the pharmaceutical business for other reasons
as shown by a recent survey completed for and published by the Pharmaceutical
Manufacturers Association. This shows tlat during the past 20 years, 544 new
basic drugs were introduced. One-third of these were developed by 5 firms

o alone and three-fourths of them were developed by only 19 irms. With respect
B to the role played by the antibiotics in this picture and the trend to concentra-
lj‘ ) tion in the industry, the record shows that nearly one-fifth of the total of 544

‘ drugs were antibiotics or closely related drugs also used to treat infections.

|

There is a further aspect of the true and full cost of the FDA certification
i program that bears examination. This is the immense cost in technical man-
| power which, as estimated by the Comptroller Genperal in his 1960 report to
! Cougress, amounted to 126 man-years in 1959. An estinate given by anather
witness this week put it at 14 man-years for 1961. Skilled te -hnicians are too
i ~carce and FDA needs them elsewhere too much for it to continue devoting such
i huge effort to the duplication of testing already done.
} It is of ipterest to note that the above-Gited Comptroller General report states,
! ou page 10, in respect to the fees paid for the FDA testing of antibiotics, insulin,
¥ ! i and colors:
i “In the fiscal year 1960, about $13.5 million was obligated for the enforcement
‘ prozram and $1.3 million was obligated for the certification program. The cer-
i HE tification program was financed by fees received from users of the service.”
t ' For the reasons cited in my statement and above. we feel that yeur committee
will do a great service to the public welfare by limiting batch certification to
the antibiotics that really need it.
' In order to expedite delivery of this letter I am sending it only in triplicate.
i Additional copies will be sent next week.

[

| I thank you again for the courtesy of your attention last Wednesday.

R, Sincerely yours,

; Lioyp C. MrLLER, Ph. D,

} i Director of Rerision.
l

TR
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Antibiotics in cwrrent uee, with estimale of necd for FDA batch certification on
basis of stale of purity, and the kind of aseay reguired

[Legend U.B.P., Oficial in TUnited States Pharmacopeis; N.F., Official in National Formulary]

Present Number of Qeneral Biolopie Buggpested
Antiblotie official therapeu- state of assey peed for
statas tically useful | purity and required betch certh-
A vanants ! stability Beution

3 phote; Qood_. ...

£

el
nintoin

Yiomycin. .___.

L 1 If more them 1 form s useful.
3 2 FDA cerfication now required for most batches.

4 NaTIONAL FRUIT & SYRUP MAXUFACTURERS AGS0CIATION, INC,
New York, N.Y., July 18, 1962.
E Hon. Opes HARRIS,
) Chairman, Committee on Interstate and Foreign Comimerce,

Housc of Representatives, Washington, D.C.

Dear Mga CuAlRMaN: The purpese of this communication is to reaffirm the

‘N pocition which our mewsbers have taken with respect to H.R. 11581 opposing,

] without reservation, those provisions of the said bill with regard to factory in-
spection that would enlarge the autbority of Food and Drug ipspectors so &s
to ellow the invasion of the files and records, including such confidential material
a~ formulas and proces<es of a manufacturer.

QOur mewmbers rightlr feel that such enlargement of authority wounld pot in
any way prevent adulterated or mislabeled food from reaching the public bat
would expose the manufacturers’ private and confidential formulas to the danger
of fulling into the wrong, unautbhorized hands.

3 We further feel that the present laws covering factory inspection adeguately

; protect the consuming public by ipnsuring shipments of wholesome foods pre-

4 pared under sanitary conditions.

p For the foregoing reasons, we again place ourselves on record as being defi-
nitely oppoced {o the lezislation in question on which the public hearings which
bave been held before your committee nre being continued.

While we do not ask for leave to appear before the committee personally, at
the continued hearings, we respectfully urge that our opposition to this hill ap-
pear on the record.

; Respectfully yours,

RoneErT M. RUBEXSTEIX,
Erecutive Director and Counsel.

Hrnis Bros. Corree, Ixc,
Lan Francieco, Calif,, June 1§, 196%2.
Subject: H.R. 11581.
Hon, Orex HARRis,
Chairman, House Committee on Interstate and Foreign Commerce,
House of Representatives, Washingtan, D.C.
Drag Mr HARRIS: As a part of the U.8. food industry, we are deeply con-
cerned over the ultimate effect of this bill pre<ently under conrideration.
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The food iudustry fully subscribex tu the principle of consumer protection
as provided for under the baxic laws with respect to the Food and Drug Ad-
ministration and particularly the compulsary factory inspection amendinent
of 1973, which confined this power to matters of sanitation and specifically pro-
bihited burdensome investizaijons not pertinent to the basic principler tnvolved.

We take particular exception to “Title II: Clarification of and Strengthening
of Factory Inspection Authority,” which shoold be deleted in its entirety insofar
8s it applies to the food industry.

Bome basic reasona for opposition

~ (1) Unlimited inspection auvthority is contrary to basic American principles.

(a) Since the public has not suffered under present law, it is not neces-
sary to sacrifice principle for unproven gain.

(2) Research and development will be retarded, since trade recrets and proc-
esses would be subject to disclosure by Government inspectors whether de-
ltberate or inadvertent.

(a) To connter this, manufacturers would tend to switch their research
and development activities to foreign countries at the expense of American
fndustry and labor.

(3) The cost of thewe t¥per of inspections (Goverument and indurtry expenee)
will uitimately be passed along in the form of taxes and cost of goods to con-
sumers,

(4) Foreign-produced goods are not subject to the sanie regulations and con-
sequently enjoy a competitive advantage at a time when American industry ie
being hard pressed.

We believe that under present law the American consumer is adequately pro-
tected on foods processed in the United States. Furtherniore, the consumer will
gain the benefits of improved product< at lower cost through research and devel-
omnent ami fostering of competitive home industry.

1 Since the U.S. food industry is 8t a cumpetitive disadvantage and the consumer
is not protected in the same manner or to the same degree with foreign food

t products, we feel that a real rervice could be rendered by reviewing that partica-
lar phase of consumer protection.

! Yours very truls.

Reveix W. Hrs III, President.

Tae R. T. FrexcH Ce.,
Rochester, N.Y ., June 13, 1962,
Hon. Ogexn X ARERIS. J

Chairman. Houze Committee on Interstate and Forcign Commerce,
, House Office Ruilding, Waskington, D.C.
Drag RepreseNTATIVE JIARRIS : We understand vour committee will begin hear-
s ings on H.R. 115381 (drug and factory inspection amendments to the Federal Food,
Drug. and Cosmetic Act) within a very short time. Although we are not able to
i send a eerporate officer to these hearings, we pevertheless feel our position on

- N
SR e
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]
' this armmendment might be of interest to you.
E The relationship between reputable grocerr manufacturers and the Food and
1, Drug Administration has heen marked for a loog time by a cordial and mutual
) respect. This is due to & number of reasons, among them the recognition that
B ’ the activities of the FDA benefit the industry a6 well as consumers. There bas
2150 been close confact hetween FDA and the industry at numerous conferences
\ and through the independent Food Law Institute. We are at a total Joss to see
‘i how the enforcement of the Food and Drug Act will in any way be benefited by
i
|
i

H.R. 11581
We have FDA inspectors on our premises st various times. We know of no

inctance when there na< any difference of apinion over what they could or shounld

lock at. They go about their business tnost capably. assisted by members of our
X stuff whenever necessary.
4 i The unlimited powers of inspection into personnel records. complaint files, secret N
d i formulaa. ete., appear to use 10 he an unnecessary and conceivably hostile inve-
i sion of privacy by the Federal Government. This great authority could be abused
‘ by inexperienced inspectors or by ones with a grudge against a particular grocery
i manufacturer. Moreover, it would adversely affect the bepeficial climate in
) which the grocery manufacturing industry and the FDA operate.
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Most manufacturers have the impression, warranted or not, that H.R. 11581
was written more for its political salability as a supposed coveumer aid than for
any practical purpose of improving the efficiency of FIDA enforcement or food
product guality.

Eo Sincerely, -
4 ] C. R. Youneg, Secretary.

= Lrssy, McNELy & Lissy,

S Chicago, I, July 10, 1962,

s - Hop. OREN Hagnis, .

A Chairman, Committee on Interstate and Foreign Commerce,

y Houge of Representatives, Washington, D.C.

.o Dean Mr. CHAIRMAN : Libby, McNeill & Libby has been engaged in the process-

] ing of canned foods for almost 100 years snd now also operates facilitles in the

b ! Nortbwest, Florida, and on the east coast for the freering of fruits and vege-

A tables. It is one of the world’s largest suppliers of & diversified line of canned

* and frozen foods, with processing facilities located throughout the mainland
and in Hawail, and with extensive plant facilities in foreign countries. Its
domestic and foreign-produced products are marketed throughout the free
world.

This company has over its long history consistently supported the 19068 Food
and Drug Act, the enactment of the Food, Drug, and Cosmetic Act in 1938, and
the several amendments to that act, through the National Canners Association,
representing substantially all of the Nation's producers of canned fruits, vege-
tables, meats, specialties. and seafoods.

We wish to voice our vigorous objections to the enactment of title II of HR.
11581 and strongly endorse the detailed statement of opposition submitted by
the National Canners Association on behalf of its membership on June 21, 1962,
and the oral presentation made by the association’s general counsel, Mr. H.
Thomas Austern. The NCA statement sets out in great detail the many sub-
stantial reasons for our opposition to this unwarranted demand for increased
autbority on the part of the Food and Drug Administration over canpers and
freezers. There is no country in the world supporting a higher standard of
esthetic values than the United States, and nowhere is there such a plentiful
supply of wholesome, quality food products than is prepared in this country. It
is our firin conviction that the increased inspection autbority sought under this
bill is wholly unpecessary and no reasonable explapation has been advanced to
support the suggested amendment of section 704 of the present Food, Drug, and
Cosmetic Act.

The unprecedented authority granted under this proposed bill to search the
property and records of the cauners and freezers raises, in our view, serious and
4 substantial doubts as to its constitutionality.

3 Furthermore, we believe it 1s certain to follow that broadened authority will
be accompanied subsequently by demands for more inspectors and incressed
budgets for FDA—all at a time when we have long since reached the point
where the vesting of additionul controls in Washington which are patently un-
necessary exceeds both good judgment and sound practice and the people’s ability
to meet the increasing tax burden. The hearings before the committee, we are
confident, will not produce testimony in support of any demonstrated need for
such further control and, in the absence of concrete evidence to the contrary, the
request for broadened inspection authority should be defeated.

The Food and Drug Administration, as has been pointed out for the record,
already possesses ample powers of inspection and investigation which are in
every way adequate for the protection of the public interest. The present lap-
guage in section 704 providing for mandatory factory lpnspection was carefully
considered and adopted only after extended copgressional deliberation. Tbhe in-

* tervenipg rears of lopng experience with that section has served to amply con-
firm the decision made at that time.

The request for bruadened inspection authority over foods will neither serve
the purposes snd objectives vf the ¥Food, Drug, and Cosmetic Act, nor make any
constructise contribution to the progress the food industry has shown under the
present act., We stanchly support the statement submitted by the Nationsal
Cauners Association and ask that our views likewise be made a part of the
record.

Sincerely,

Roperr L. GiBson, Jr.

88389 —82——42
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Karsuazoo Serce ExTractioN Co.,

Kalamazao, Mich., July 5, 1962.
Hon, Orex Hanzis,

Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Drar Mz. Hazgig: This letter concerns provisions in H.R. 11581 now pending
before your committee concerning permission granted to inspectors of the Food
and Drug Administration to examine all records, papers, etc., of food manu-
facturers. In particular, my letter is addressed to chapter 7, section 704(a), en-
titled “Factory Inspection” This is on page 15 of the Ramnseyer print.

My company is actively engaged in the processing of spices and other condi-
ments for use in the food industry in the United States. We bave supported inso-
far as we could the food additive and color additive amendments, and were ona
of the first firms to have a food additive amesdment issued. We are in sympathy
with the objectives of the food and drug regulations, which are now in existence,
as well as with the objectives of H.R. 11581, -

We feel, howerver, that before the brogd powers of examining records, papers,
research work, etc, are granted to inspectors of the Food and Drog Administra-
tion, an overwhe'ming case should be made for the unsatisfactory operation of the
present provisions for factory inspection. Needless to say, violations of the law
are now taking place which would be prevented if these powers were granted to
food and drug inspectors, but I think it better to allow these violations to con-
tinue through difficulty with enforcement of the present act, provided there is not
serious danger to the public health, than to fncrease the authority of the Federal
Government to invade hitherto private areas of personal and business life.

It is my opinion, based on experience with the controls and objectives of major
food wanufacturers in this country, that products are not incorporated into foods
which are injurious to the public health on a significant scale, and pever know-
ing's by respousible food manufacturers. I do not believe that the factory in-
spection provisions would significantly impair the operation of most food manu-
facturers, but would make it more difficult for some of the marginal operators to
do what they ure now doing. The danger of revealing processes and secret
formulas can well be overewphasized. as it has been my esperience that little ig
very secret in food industry. Particularly, secrets are usually Jost within a period
of 2 few yeara.

The important issue, therefore, in our opinion, {s whether or not further in-
cursion by-the Federal Government into what has here been considered private
affairs of individuals or corporations shou'd be encouraged. It lis my understand-
ing that it is possible for Congress to suhpena any papers of any corporation if
they so desire, in connection with an investization. and it is my belief that similar
seizure of papers could be effected by agents of the Government under court
warrant. Although this would be too cumbersome a procedunre for dary-to-day
regulatory control, it nevertheless provides an avenue for investigation by your
commttee as to whether or not the inspection powers are necessary and in the
pubhic interest,

It is clwars easy to attempt to control an alleged evil by enacting a restrictive
law, and such a law may Indeed e'iminate some of the evil. Iu our free gociety,
we must decide how far we should restrict the freedoms of individuals to prevent
the unethical person from taking advantage of others. 1 should prefer to have us
err oo the side of too much freedom, rather than too much restriction, and thig {s
why I believe that modifications of section 704 should wot be made unless an
overwhelming case has been prepared indicating the absolute necessity.

I should appreciate your {ncorporating these remarks ln the record of the com-
mittee if possible.

Very truly yours,

PaviL H. Toop, Jr..
President.
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ABBOCIATION OFf NATIONAL ADVEETISERS, INC.,
§ QrricE or THE PRESIDENT,
R New York, N.Y., August 28, 1962,
¥ Congressman Orex HARRIS,
K U.8. House ol Representatives,
Washington, D.C.

3 Deag CHAIBMAN Harmis: 1 am writing concerning H.R. 11581 and specifically

K 3 to express the serious reservations this association bas about section 131 of the
3 bill which involves advertising.

1 ANA does not have a primary interest in the prescription drug, or any other

vertical industry as such. Its concern ls to preserve and advance sound, effec-

E 9 tive, and wholesome employment of natiopal advertising processes for all Ameri-
f can business.

ANA 1s strongly opposed to the principle inherent in section 131 of H.R. 11581
of automatically requiring by legislative or agency mandate the incorporation
of apny lengthy statement into the advertising of & given product.

Adrertisements are, by their natore, unavoidably limited in the space or
time available for communicating their messages. The smaller the advertiser,
and the less monpey he can devote to advertising, the more curtailed will be the
physical boundaries within which he must operate.

There simply is not the time or space in print or broadcast media for an ad-
vertiser to set forth extensive dissertations concerning his product or service.

To require that he do so is, in effect, to forbid him from advertising st all.
The smaller the company, and tbe less its abiiity to invest in long commercials
or large space advertisements, the more effectively would it be barred, by regula-
tory requirements for afirmatjve disclosures, from using advertising in its com-~
petitive efforts.

The law in its present state already protects the public against an advertiser’s
failure to disclose those additional matters which need to be stated in order
to prevent deception from arising out of kis claim and no further legislation is
needed for that purpose.

In this conuection our attorpey reminds me 0f the following section of
Wheeler-Lea Act: *** * * in determining whether any advertisement (of a food,
drug, device. or cosmetic) is misleading, there shall be taken into account (among
other things) not only representatiops made or suggested by statement, word,
design, device, sound, or any cowbination thereof, but also the extent to which
tbe advertisement fails to reveal facts material in the light of such representa-
tions or material with respect to consequences which may result from the use
of the commodity to nhich the adverticement relates under the copditions pre-
scribed in said advertisemepts, or under such conditions as are customary or
usual” (Wheeler-Lea Act of March 21, 1038, 32 Stat. 111, 15 U.S.C. 55(a) (1)).

These illustrative cases, brought under present law, prohibited deception
created by the advertisers’ failures to disclose important matters in connection
with their advertised claims (Ward Laboratories, Inc. v. F.T.C., 276 F. 2d 952
(2 Cir, 1900)), (Wybirant System Products Corp. v. F.T.C.. 266 F. 23 571 (2 Cir.
1959)), (L. Heller & Bon. Inc. v. F.T.€.. 191 F. 2d 9534 (7 Cir. 1951)), American
Medicinal Products v. F.T €, 136 F. 24 426 (9 Cir. 1943) ).

Section 131 would go further. however. It would impose upon sn advertiser,
even one who might wish to publish no more than the hrand name of his product,
the obligation to set forth fn hijs advertisement virtually a textbook chaper
describing all the conditiops for which it will (apd will not) be efficacious, its
side effects and its contraindications including, we suppose (*full and accu-
rate”), all exceptional, variant and qualifring circumstances and influencing
factors.

Administered as written, thic would, as 8 practical matter, make impossible
all small space prescription drug advertssements, apd alinost all large ones.

Extended to nonprescription drugs. or to virtually any other products, arhi-
trarily compelled recital of detailed product specifications within the four corners
of a print advertisement, or in the 10, 20, 30 or (at most)-60 seconds of a broad
cast commercial. wounld fatally restrict the u<e of the advertising process as such.

Advertisements are phrysically not equipped to serve as product mangals.
Legislative or administrative efforts to impose that function upon advertidpg
could not be complied with and, hence, ultimately could only force its abandon-
ment.

For these reasons the ANA {s deeply disturbed over tbe underlying concept
which, so far as it knows, appears for reriour legislative consideration for the
first time in section 131.
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If advertising space and time can be preserved for the communication of brief
messages, desigued to engage the interest or stimulate the recollection of poten-
tial customers in the advertiser’s product, and if detafled specifications, as desired
by the purchaser, are available through labeling, product brochures, or other
more suitable media, the public will be adequately protected, and advertising’s
indispensable stimulant effect upon Awerican commerce, and its competitive aid
to the users of the swall print advertisements avd spot commercials in entering
and rewalning in the national marketplace, will not be put into a straitjacket.

Sincerely yours, .

v PrTER W, ALLPOET.

MAXUFACTURING CHEMISTS' ABSBUCIATION, INC,
Washington, D.C., August 29, 1962,
Hon. Oxex Hagars,
Chairman, Commitiec on Interstate and Foreipn Commerce,
U.8. House of Representatives, Washington, D.C.

Dear Ma. CrnargmanN: The Manufacturing Chemists’ Association, Inc., & trade
association with a membership representing more than 90 percent of the Nation's
<hemical productivity, is concerned with the sweeping new factory iuspection
provisons of H.R. 11581 wow pending before your committee. These provisions
are found in sections 201 and 202 of the bill which would extend the existing
factory ipspection authority iu the Food, Drug, and Cosmetic Act to include
records and all other things in affected factories bearing on violations or poten-
tial violations of the act.

Our analysis of these provisions has been conducted solely in terms of their
impact on our member companies who mwanufacture food gnd food additives.
As to their impact on magnufacturers of drugs, we defer to the views expressed
by the P’harmaceutical Manufacturers Association and others more intimately
concerped with that aspect of the matter. Thus, our interest involves the new
factory inspection proposals as they related to food or, more particularly, to food
sdditives.

Our concern centers on two aspects of the proposed additional inspection
authority :

(a) The threat to confidentiality of trade secrets, research, pricing and
sales data, aud personnel records of individual employees.

(b) The constitutionality of such autborization of unlimited inspection
for purpose of uncovering evidence of violations or “potential violations.”
io possible derogation of rights agair st uvoreasouable searches and seizures
guaranteed by the fourth amendment.

In the absence of a clear showing that the Food and Drug Administration
must be given such sweeping authority to protect the public bealth, the wisdom
of granting such hroad inspection powers should be open to serious doubt. We
believe that review of the testunony in these hearings and, in fact, of all events
since the 1953 asweudments to the Food, Drug, and Cosmetic Act, would dem-
onstrate no guch need,

In view of the passage br the Sepate of 8. 1532 restricting these new ingpec-
tion powers, with appropriate limitations, to manufacturers of prescription
drugs, it would seem appropriate to modify sections 201 and 202 of H.R. 11581
in a similar pattern. Certainly, the imposition of the proposed unlimited in-
spection authority without adequate demonstration of need, at least insofar as
manufacturers of food additives are concerned, seems unwise and unjustified.

On belialf of the Manufacturing Chemists’ Association, I, therefore, strongly
urge that food and food additives be excluded frum the factory inspection pro-
visons of H.R. 11581 and would appreciate your placing this letter in the record
of the hearings s0 that our views can be given inost careful consideration by all
members of your committee und of the Congress.

Sincerely,

J. E. Huir.

e e RSO )
- < it A i 54
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THE WiNiFRED MasTERSON Burke Rerier Foumpaton,
Tire BURKE FOUNDATION REHARILITATION CENTER,
White Plains, N.Y., August 28, 1968.

Hon. Osex Harris,
House of Representalives, . 11
Washington, D.C. N {
Dear Mr. Hagris: I have fust sent you a wire regarding impending legisla- .
tion aimed at restricting clinical and scientific appraisal of drugs in an effort
to reduce incidental hazards. Although the aim of such legislation may be
laudable, there I8 great concern on my part, 48 well as that of fellow scientists,
that such restrictions may unduly hamper medical progress and have the ultl-
mate effect of impeding the attack of medicine on many diseases. The restric- .
tions imposed by the present legislation, had they been in effect 20 years ago,
4 would bave reduced or made impossible the avaflability of antiblotics and cor-
tisone-like substances.
Accordingly, it is requested that these matters be considered in action upon
this bill (8. 1532).
: | Very truly you :
S i v yours. ANTHONY A. ALBANESE.

Noviire EsgeNTiaL O Co., INC,
3 North Bergen, NJ., August £8, 1962.
E 3 Congressman ORex Hagrris,
1 Chairman, House Interstate and Foreign Commerce Committee
House Office Building, Washingion, D.C.
E 9 Dear Mgp. Harrig: Please permit us to go on record that we emphatically
1 support and agree with the statement made by Mr. Frank F. Dittrich, president
of the Esseustial Qil Association of U.S.A,, before the House Commitiee on
Interstate and Foreign Commerce, relating to H.R. 11581, which is now being
: reviewed by your committee.
i It {s our candid opinion that there §s no historical or valid reason to support
; the need for factory iwuspection of perfume oils used in products for external
F application only.
The lifeblood of our business is the formulas for the making of fragrances
. developed by us continuously, and having their roots in traditions going back !
for centuries We have not a single case ou record, having been in business for
over 20 years, where the perfume oil which we supplied to our many customers,
even remotely could be blamed for harm to the human body. On the otber hand, i
bLeing exposed to a possible violation of secrecy through factory inspection, could "
jeopardize the very basis of our business to which we have dedicated our whole Y
life, and on which depenqd innumerable numbers of people for their livelihood. N
3 We feel this is tbe eszence of our objection to H.R. 11581, and the more b
elaborate exposition by Mr, Dittrich before your committee, should surely con- B
vince you of the justification of our stand. E
Respectfully submitted. !
A. G. N1ckgTADT, President.

BramrsTOWN, N.J, Auguat 28, 1962,
Mr. W. E. WILLIAMBOK,
Caommnittee on Interstate and Foreign Commerce,
U.S8. House of Representatives, Washington, D.C.

My Dear MR. WitsxaMsoN: The Food and Drug Admiunistration’s grasp for
added authority to inspect papers, files, books, and records in food plant offices
as coptained in H.R. 11581 should be rejected.

p The requested expansion of so-called factory inspection authority to permit
FDA inspectors to rummage through business records in food plants has nothlpg
to do with current prohlems in tbe drug field. Efforts are being made to ride
the unhappy results of the thalidomide episode to recure enactruent of vnneces-
sary and unwise Jegislation having to do with papers. books, and records in dairy
and other food establishinents,

Title 11 of 3I.R. 1151 which has to do with factory inspection should be dis-
approved by the House Committee on Interstate and Foreign Commerce because
it is unnecessary and unwise.
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Authority to inspect buslness papers and records of food establishments is
not necessary because the food supplles of the United States are the purest,
safest, and most nutritious in the world.

Added suthority is unnecessary because under existing law food and drug
inspectors :

(1) May inspect the food plant and all machinery and equipment bear-
ing on sanitation;
t_11(2)1 May inspect all ingredients and finished products, manufactured in

e plant;

(3) May take samples of raw materials and finished products for analyti-
cal purposes ;

(4) May inspect all containers and packaging material used ;

(5) May inspect all of the labels and labeling material:

(6)May demand shipping records from carriers or from persons holding
products in question in civil proceedings and may use time-honored court
processes in criminal prosecutions.

Added authority to the Food and Drug Administration to Inspect papers, files,
books, and records is unwise. Congress itself, in enacting compulsory factory
inspection in 1953 stopped at factory inspection, and the House committee ex-
plicitly did not authorize business records inspection.

Added authority to inspect papers and files in food establishments is unwise
becanse:

(1) Beeed upon “potential” violations 1t constitutes s “fishing Ycense.”

(2) Under the language of the legidlation private, company formulations
(trade secrets) are not protected.

(8) It will fail of its purpose because fiy-by-night operators who would
engage in willful adulteration would not be expected to keep records.

{4) It is believed that the provisions of title IT cannot be reconciled with
the prohibitions against unreasonable searcbes contained in the fourth amend-
ment to the Constitution.

(5) And finally, even though title II was held unexpectedly to be con-
stitutional, the legislation sanctions an erosion of the rights of citizens which
have been enjoyed since the founding of the Republic.

Respectfully submitted.

T. O. HorMan.

Arsert FixsTemx CoLrece or MEpICINE,
YesgBIva UNIVERSITY,
DrPARTMENT OF PHARMACOLOGY,
New York, N.XY., August £8, 1962,
Hon. Osex Haruia,
House of Representatives,
Washington, D.C.

My Dear Mgr Harris: T have deliberated a long time before addressing my-
self to vour commlittee, as the lateness of this communication testifies. 1 am
most confident of the wisdom of decisions reached by a carefully conducted
tnvestigation of & congressional committee. However, T am apprehensive of
amendments to proposed lerislation which mayx arise from emotional reactions
that have little basis {n fact. T would therefare llke to cutline to yYou fome
of my thoughts that relate to procedures for the control of the introductfon of
hew drugs.

Before proceeding, let me state my qualificatione for the opinfons T am ahout
to express. | have been anr sacademic pharmacolazist for 30 years. During
that titne T have been on the faculty of Yale and Columbin and precently am
chairman of the department of pharmacologs at the Albert Einstein College of
Medicine. Durine the war vears I was a major in the Army, United Statex
and ferved a< chief of the pharmacology section of the Medical Division of the
Chemical Wharfare Service. I was a membher of the investigating team
that introduced the use of the highly toxic chemical sarfare azents, the
nitrozen mustards. for the treatment of human cancer. 1 was & member of
the firet nharmacolnzy and experimental therapeuntics stndv section of the
! U.S. Public Health fervice and suhcequentiv served twa adidtional terms. ane
\ a< chafrman. 1 am coanthor of a widelv n<ed texthoak of pharmaesiney and am
g a past nre<ident of the American Seociety for Pharmacoloecv and Exnerimental
i

Theranentics. T am presently a member of the Pharmacolngte Tratning Commit.
tee of the U8, Public Health Service and a8 member of the executive committee

-
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of the Division of Medical Sciences of the National Research Council. During
the past decade I have also had close contacts with pharmaceutical industry as
& copsultant.

Lastly, before proceeding, mey I say that although I respectfully request
that my opinions be incorporated in the record of the hearings of your com-
mittee on H.R. 11581, they are being addressed solely to you in your ofticial
capacity. Indeed, I do pot ask to appear to testify for there s little that I can
add to my following remarks.

One of the greatest achievements of modern medicine has been the progressive
increase in life expectancy. This bas often been confused with a change in life
span. Nothing could be further from the truth. The potential span of life is little
or no different than in biblical times. It requires millenniums to change the
genetic cbaracteristics which inevitably result in death.

However. life expectancy has increased tremendouvsly and more and more of
our population can look forward to the enjoyment of their full life span. Many
factors have contributed. One of the most significant relates to improved pre-
natal and early postnatal care. Advances in nutrition have also been of primary
importapnce. The science of immunology has made outstanding contributions to
public health. In recent years, however, the major influence in the increaee {n
Iife expectancy has resulted from drug therapy. The greatest advances have
occurred in the field of infectious disease but it is becoming more and more ob-
vious that metabolic diseases, degenerative diseases, menta] diseases, and even
malignant diceases may soon be treated with equal success.

This achievemrent is a matter of record. It has been accomplished by the com-
bined efforts of ba<ic and applied re<earch in the environment of academic and
clinical medicine and pharmaceutical industry. According to the testimony of
some, we are rachly decimating our population by the bhasty introduction into
therapy of new drugs that have been inadequately studied in laboratory animals.
Nothing could be further from the truth and actuarial statistics belfe it.

During the course of any major medical advance there is a small minority that
may take advantage. But this does not apply to the ethical pharmaceutical
laboratories that have made such important contributions to current progress.
I could cite many examples from my personal experience where the cautious and
conservative attitude of pharmaceutical industry has delayed the clinical trial
of drugs by months to years. These responsible members of pharmaceutical in-
dustry would welcome reasonable legistation to protect them from the onus cre-
ated by those who are less dedicated. Howerer, legislation which imposes restric-
tions on an area of medical recearch which has made such &8 major contribution
to pubhic health canpot be constructive if hastily considered under circumstances
when emotion conquers reason.

The problems relating to the clinical trial of drugs are legion and cannot be
adequately met by blanket legislation. Permit me to cite just a few examples.
Preliminary investigations in g few selected patients by experienced clinical
pharmacologists represent an early stage of drug development. Most drugs fall
to pass these early tests, occasionally because of unexpected untoward effects,
but more commonly because of lack of eflicacy in man. To impose severe restric-
tions on the early testing of candidsate therapeutic agents by experienced investi-
gators in a research environment could halt progress in the field of drug therapy.
Of course, precauctions must be taken and carefuvl animal testing must be per-
formed before these initial clinical trials, but they need not and indeed cannot
be as elaborate as those necessary when more extensive clinical testing is con-
templated. Fipally, when a drug is to be given to thousands of patients, but still
on a trail basis, the precautions must be just as great as those exercised before
the release of a drug for general u<e. No ethical pharmmaceutical company would
take exception to such re<trictions since they are already self-imposed.

Another problem which must be carefully concidered before blanket restrie-
tions are placed on the clinical tecting of drugs relates to the serfousness of the
disense which is being treated. A drug to be tested fn the treatment of cancer
may have serious toxic effects in annnals and yet be acceptable for clinical trial
in man. On the other hand, no serinus toxicity can be tolerated in drugs that are
employed for minor symptomatic therapy.

It is obvious. therefore, that legislation directed toward the control of clinical
trials of drugs in manp must be considered most earefully if the brilliant progress
that has been made in pharmacotherapy over the past several decades snd which
has contributed so much to the health and welfare of the Nation is not to be
jeopardized. The mew regulations relating to the clinical trial of new drugs
proposed by the Secretary of ITealth, Education, apd Welfare are well conceived
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and offer protection to the public. Sixty days are provided to consider opinions
expressed by academicians, physicians, pharmaceutical industry and other in-
terested persons. Surely if regulations are so carefully considered, legislation
should be no less hasty and should result from recommendations of 8 carefully
selected sclentific study commitiee reporting to a congressional committee,
There is vo crisis in the offing that could result in any more serious consequences
than legislation tbat is designed to promote public health but would have the
opposite effect because of hasty Judgment.

Finally, I am concerned that for many years in the future the objectivity of
the dedicated personnel of the Food and Drug Administration is bound to be in-
fluenced by the thalidomide tragedy. 1 have recently addressed 8 letter to
Secretary Celebrezze expressing my thoughts on this matter. I am enclosing
excerpts from this communication in order to avoid some duplication of my
above remarks and respectfully, request that they be incorporated in the records
of your committee.

Very truly yours,
AIFRED GILMAN,Ph. D,
Professor and Chairman.

Excerprs FROM A LETTER ADDRESSED TO THE HOXURABLE ANTHONY J. CELERRELTE,
SECRETARY OF HEALTH, EDUCATION, ANXD WELFARE, AUGUST 3, 1962

You have assumed sour respounsible office at a time when decistons relating
to the control of new drugs are apt to be made on an emotional rather thap an
objective busis. The glaring publicity focused on the drug industry as a result
of the hearings conducted by Senator Kefsuver coupled with the unfortunate
outbreak of phocomelia from thalidomide has created ap atmosphere that
borders on hysteria. Therefore, decisions made at this tline are very apt teo
be ultraconservative.

There is an aspect of the approval and release of new drugs that is being littie
considered 1n the present climate, The dewision not to release @ candidate drug
which later proves to have uncxpected toxicity leads to deserved praise for
those responsible for the judgment. However, the decicion not to release a po-
tential therapeutic agent may also have devastating effects on public herlth.
Jn fact, “the drug that wasn't there” msay be a greater tragedy than one which
causes unexpected toxicitr. It is my concern that the pendulim may swing to
such an overcautions attitude that the number of “drugs that weren't there” may
grow so large as Serioudly to impede the lmportant contributions that pharma-
cology can make to medicine.

P'lease do not infer from the above remark that I am recommending a laissez
faire attitude on the part of responsible governwental agencies. Careful toxic-
ity studies should e demanded before any drug ic given to man. More stringent
toxicity studies are needed when 2 drug goes from initial ¢linical trial involving
small pumbers of patients under the care of trained and experienced investiga-
tors to a more extended clinical trial involring a large number of patients under
the care of practicing physicians. But eventually the final decision to release
a drug must be made. It is my opinion that the decision could liest be made
by a group of qualified experts.

Refore the Department of Health, Education, and Welfare supports a re-
search project costing & few thousand dollars, it i< reviewed br a study section
and council. But the deci<ion to release a new drug is largely the respansibility
of one individual. How rimple it would be to set up review boards of highly
qualified individuals to act in an advicory capacity to the Food and Drug Ad-
ministration  Ten sich hoards could cover the important areas of pharmaco-
therapy Repre<ented on such review boards would be pharmaeologists and
cliniciane who are expert and experienced in the particular area for which a
drug i< decigned  On the basie of this background of experience, a judgment
could reasomably he made a< to whether the therapeutic efficacy of a drug was
sufficient to warrant the ricsk of snme degree of toxicity. I know af at least
one important drug which is being withheld from releuse becanse of the diff-
culty invaolved in such a decision.

T am frure that a program of this nature wounld receive the full support of
bhasie sdentiste and elinicians, The number of new drugs subhmitted to these
panels would not represent A great burden, especially if summaries of the ma-
terial submitted were prepared br the present personnel of the Food and Drug
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Adminietration. The advizory opinion of a penel of experts would do much to
ea<e the burden of decision and help distribute the responsibility.
I trust the above remarks will merit your consideration.
Very truly yours,
ALFRED GrLman, Ph, D,
Professor and Chaoirman.

Drue, CHEMICAL & ALLIED TRADES AS80CIATION, INC,
New York, NY. August 20, 1962.
Re H.R. 11581
Hon. OsEr Hareis,
Chairman, Committee on Interatate and Forcign Commerce, House of Represent-
ativcs, Washington, D.C.

Dear Mg, CHAIRMAN : The Drug, Chemical & Allled Trades Association, Ine.,
is a New York nonprofit corporation. It represents almost 800 firmus located
throughout the Umted States. These member firms are engaged in the manu-
facture, distribution, and sale of drugs, cosmetics, and chemicals, and in the
supply of essential materials and services to those industries.

Our nssociation believes that the existing provisions of the Federal Food,
Drug, and Cosmetic Act have worked well in practice. We sre not opposed,
however, to changes in this act which are desirable from the public health stand-
point, and which do not impose unwarranted governmental control over the in-
dustries which are subject to that act. In this letter, we shounld like to mret
forth our views on H R. 11581, and we request that tbhis letter be made a part
of the record of the bearings on that bill.

Titee 1
TART A

Requirement of adequate controls in manufacture, section 101

Our association has no objection to an amendment of section H501(a) of the
Food, Drug. and Co<metic Act (hereipafter called the “act™) s0 as to cause &
drug to be adulterated if the methods, facilities, and controls used for its manu-
facture, processing, packing, and holding do not conform to current good manu-
facturing practice o as to assure that the jrug will bave the identity, strength,
quality, and punity that it porports to have.

We submit, however, that the test of what constitutes such “current good
manufacturing practice” in any given situation should be an objective one,
and should be left to the courts for determination. The test should pot be left
to administrative determination by the Secretary. This would create the very
real possibility that improvements in manufacturing and packaging methods
and techmgues would be seriously retarded by a regulatory straitjacket.

We would urge that “personpel” be deleted from section 101 of the bill since In-
dividual competence can ooly be judged by a long and close observation. It is
our behef that any attempt, through regulations, to standardize the qualifications
of the various personnel engaged in the manufacture and control of drugs would
produce upwarranted burdens for industry and produce serious injury to the
careers of individuals.

We would recommend that subsections (ii) and (iff) of section 101(2) of the
bill be de’eted since their precise meaning is unclear. Furtbermore, the apparent
subject matter of these two subdivisions is already adequately covered by other
sections of the act, particularly section 502(j) and the full provisions of section
501 and 502.

Premarket showing of neic drug efllcacy, section 102(a)

Many drugs are no longer “new drugs” under the definition presently contained
in sectinn 201(p) of the act becau<e they ure generally recognized as rafe for use
as recommended. The piopoval that a drug must be geperally recognized as
“efficacious,” as well as safe, would create great confusion as to whether the
abose mentioned drugs continve to be of new drug status. Furthermore. this
propo<al would seem to require clearance through the new drug procedures for
every new use claimed for old drugs, even though the safety of the drug for such
uses 18 unquestioned.

Our acwnciation belleves that the exicting definition of “new drug” s adequate,
and that the proposed awendwent thereto should not be adopted.
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Section 102()

We submit that it is basically unsound to put FDA ip a position to deprive the
medical profession of newly developed drugs on the basis of that agency’s views
as to the effectiveness of such drugs. This Is particularly so in vilew of the fact
that physicians will often differ as to the effectiveness of a particular drug. If
a drug is safe, and there is substantial evidence of its efficacy, the medical pro-
fession should not be deprived of the availability of the drug. Accordingly, we
would have no objection to a revision of section 505 (a) and (d) of the act, which
would allow FDA to refuse to make a new drug application effective if the appli-
cant has failed to submit “substantial,” though not necessarily preponderant,
evidence that the drug has the effects which he claims for {t.

Records and reports a3 to experience on new drugs, scciion 108 and 106

Our association is not opposed to an awendment 1o section 505(3) and 507(g)
of the act which would provide FDA with clinical information, respecting drugs
covered by efTfective new drug applications or antibjotic certificates or releases,
of a kind reasonably needed by it. Any amendment to accomplish this, however,
should require that the providing of such clinical information should be with
due regard for professional ethics and should limit its review to licensed physi-
clans. To complement such a provision, FDA should be obliged to provide to
the manufacturer chnical information obtained by it.

As to the proposed amendwent to sections 505 (i) and 507(d), however, our
association feels that such amepdments are unnecessary. The existing provi-
sions of those two sections are entirely adequate to deal with the subject of
chinical investigations. As you know, on August 9, FDA proposed extensive
new regulations covering such investigations. Those proposals are based on
the authority contained in section 505(i) and 507(d) of the act. Industry is
currently studying those proposals.

Procedural changes as to new drugs, section 10§(a)

We submit that it would be a mistake to require FDA to approve or dis-
approve new drug applications rather than to permit or refuse to permit them
to become “effective” as is presently the case. Such a change in FDA’s function
could very well result in undue caution on their part resulting in extensive
delays io the availability of newly developed drugs.

The proposed revision to section 503(a) of the act in practical effect, relieves
FDA of any obligation to decide, within a given period of time, whether or
Dot to permit a new drug application to become effective. As a matter of fact,
FDA could let 180 days pass without even looking at the application, and could
then give applicaot notice of a hearing on the vague ground of whetber his
application is “approvable.” Moreover, FDA would be under no obligation to
even comimence such a hearing within any particular period of time. In our
view, the existing provisions of 505¢(c¢) bave worked well ip practice and should
not be changed other than to increase the initial period for action by FDA from
60 to 90 days. Comparable mandatory time periods for review are already
contained in the pesticide amendment (=ec. 408(d)) and the food additives
amendment {sec. 400(c)) of the act and these provisions serve as a worthwhile
precedent for continuing the existing time provisions {n section 505(c¢).

Additional grounds for acithdraiwcal or suspension of approvel of new drug
applications, section 105(b)

Our ascaciation agrees that the etandards for suspending effective new drug
applications should be hberalized somewhat. We submit that a mere finding of
“substantial doubt” of <afety or eflicacy 1 too vague a ground on which to permit
suspension. Rather. the appheable standard <honld be fiilure of the available
evidence to meet the <ame teste that had to be met in order for the new drug apphi-
cation to hecame effective 1 e whether the drug s shown to be <afe, snd whether
there i~ cubstantial evidence of effertiveness. Furthermore, the evidence justify-
Ing a deci<ion by FDA to suspend a pew drug application should be “new.” FDA
should not be allowed to change it< mind on the ba<is of the evidence considered
when 1t mande the new drug application effective.

We nrge thut suspension of new drug applications not he authorized for failure
to keep records, or make reports, or maantam mAanufacturing standards, since
such failures can adequately be dealt with under other remedies already provided
for in the act.
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The provision of the bill which would authorize emergency suspension, prior
tn hearing. {u some sitnations should also pot be enacted since we are not aware
of any situation wherein other remedies hare not been adequate to terminate any
immediate public health threat.

Certification of all antibiotics, section 105

Qur association Is opposed to the proposed extension of the certification require-
ment to all antibioties for the following reasons:

1. Certificatiou of antibiotics was conceived as a temporary measure at a thine
when production and control procedures had not advanced to a point where re-
sults were uniform. Currently antibiotics can be produced and controlled with
as much uniformity as other drugs and hence the oniginal need for certification no
louger exists. - -

As an illustration of the advances that bave been made in production of anti-
biotics, during fiscal year 1960 only 22 Latches of the certitable antibiotic druge
were rejected by FDA out of 16,601 batches tested.?

Even without the certification procedure, no reputable manufacturer would
willfully market a batch of an antibjotic or other drug which was subpotent, un-
safe or othel wise unfit for use, and if any company did there is ample authority in
the act for proceeding against such substandard drug and its manufacturers.
With or without certihcation, a manufacturer which distributes a substapdard
drug cowmits a criminal act by so doing.

2 Annual fees recently paid by industry for certification of the five currently
certifiable antibiotics, and their derivatives exceeded $900,000. Proposals sre
pending to increase certification fees by 30 percent, to require FDA testing of
nobantibiotic active compovents of certifiable antibioties which will further
increuse fees and to substaniially increase the testing and sampling performed
on each batch. In 1930 approximately 150 man-years of FDA scentific, technical
aud adunnistratn e effurt were devoted to certification. ?

1f the 30 antibiotics not preseutly certified, become sublect to certification,
it is conservatively estinunted that industry’s fees {(disregarding the aforemen-
tioped proposed increases in fees) will increase to over $1,300,000.

3 Antilnotic certificution 1= an extreme form of licensing power, giving FDA
life and death control over the ability of a manufacturer to market certifiable
autnnonc products  In view of the advanced state of the art of producing anti-
Inotics, ~uch burdensonie control {s not justified.

4. Exten<ion of certification to the 30 noncertified antibiotics (several of
which have been marketed for almost 12 years) would produce serious difficulty
and coufucion and undoubtedly would result in many unwarranted eompetitive
advantages to mauufacturers of the currently certified antibiotics.

Requests would presumably have to be submitted to FDA for regulations per-
mitting certification of the hundreds of dosage forms containing the currently
uncertified antibiotics, even though virtually all of these have previously been
leared by TDA under the new drug procedures and they are widely accepted by
the medical profession. FDA would presumably bave to rereview the data
previcusly «ubmitted with the hundreds of new drug applications covering these
products  Furthermore, since most of these drugs are pow off new drug status
there bave been some changes in formulation, manufacturing and testing pro-
cedures, ete. stoce the last pew drug clearance was obtained, so that additional
data may be required to be submitted and reviewed with respect to those changes.
This reclearance will be unnecessars, wasteful of man-hours for Government
and industry, and productive of great delay.

Biological drug, section 107 (a)

Section 351(b) of the Public Health Service Act requires a showing of “safety,
purity and potency” before a license can be issued for a biological drug. This
bil) would add a requirement of showing “efficacy.”

Qur sassociation opposes this proposed new requirement. The current re-
quirement of demonstrating “potency’ is adequate and realistic.  Earher we moen-
tioned the differences that exist among phrsicians as to efficacy of particular
druze.  This §s particularly true i{n the case of biologicals. It is generally pos-
sible to demonstrate that antibodies are furmed after administration of a vac-

1 Repart 10 Congress by the Camptroller General entitled “Recfew of Enforcement and
Cortifirition Acthyitler of the Tood and Irug Adwmiunitrativn, Department of Health,
Education, nnd Welfure,”" dated September 1961
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<ine, but proving that a particular disease is thereby prevented i8 far more
dificult.
Blological drugs, and the proper degree of Government regulation thereof, sre 3
most complex subfects. Qur assoclation feels that there is a need for an over-
all review of the provisions of both the Public Health Service Act and the Food,
Drug, and Cosmetic Act pertaining to such drugs. We submit that such a re-
view should be made in due course, and that it is unwise to deal with this sub-
Ject in plecemeal fashion as this section of the bill proposes to do.

PART B. BTANDARDIZATION OF DRUG NAMES

Authority to standardize names, section 111 )

Our association has no objection to giving the Secretary standby authority
to designate a “single standard pawe” for a drug. However, he should not be
authorized to exercise such authority until a reasonahle opportunity has been
afforded for the persons in charge of the compendia in which the drug is listed
to select such a name. We would urge that the Secretary be precluded from
selecting any name which would infringe trademark rights, and we would urge
that procedures for selection of such names by the Secretary be subject tc the
hearing and review procedures of section 701 of the act.

Name to be used on label, aection 112

Our g<sociation has no ohjection to a listing on the label of the “established
name” of a drug and, if fabricated from two or more Ingredients the “established
name” of each active ingredjent.

In the case of over-theconnter drugs, however, we do oppose the requirement
of listing the quantity of each active ingredient since the quanptitative formulas
of many over-the-counter drugs are highly valuable trade secrets.

As to the requirement that the “established name™ should be given precedence
over and be in type at least as large and prominent as any trademark, we are
most strongly oppo<ed to such a requirement. It would seriously weaken the
value of trademarks, and reduce the incentive to produce superior products.
We submit that section H02(c) of the existing act deals very adequately with
the subject of conspicuousness of required labeling statements.

PART C

Bpecial control for barbiturates and stimulant drugs, scction 121 and 122

Qur sssociation supports increased FDA control of amphetamines and bar-
biturates. YWe feel, however, that the provisions of the Dodd-Wiley bill (S. 1939)
are better than this bill in a number of respects.

We do not however, favor the provision of this bill (subsection (c)) which
would make “possession™ an offen<e unless such posseasion is with intent to sell
or otherwise distribute such drug We ualso do not favor the grant of authority
to bring other drugs under the controls which would apply to barbiturates and
amphetamines.

Furthermore, in our view, the term “harbiturate” should not include drugs con-
taimupg, in addition to any such barbiturate, a sufficient gquantity or proportion
of another drug or drugs to prevent the ingestion of a suficient amount of bar-
biturate to cause a hypnotic or somnuifacient effect; and the term “amphetamine™
should not include drugs containing, in addition to any such amphetamine, a
sufficient quagtits or proportion of another drug or drugs to prevent the ingestion
of a sufficient amount of amphetamine to cause & stimulating effect on the central
Dervous s¥stem.

The record-keeping provisions should uot require a set form or forms for keep-
ing the required records so long as the commmercial or other records kept in the
u<ual course of hudiness contdain the required information Also it should not
be required that the addiesc of the patient be recorded in cases where the name
and the address of the prescribing physician is shown on the prescription.

=

! PART D
1

Amcendments ax to ndverticing, section 131

Qur as<otation fully supports the principle that full and complete informa-
fion necessary for the use of druze should he readily available to physicians.
We submtt, however, that “advertising” ig not the manner in which such {nfor-
mation should be made avaiable. It is pot, and it «hould not be the purpose
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of advertising to give pbysicians full information on how to use the drugs.
Moreover, in the case of many drugs, such information is se voluminous that
it would be impractical to include it in advertising. Our association, therefore,
opposes the provi~ions of section 131 of the bill. However, hearings in mind
that the purpose of advertising is merely to remind physicians of the uvailability
of a drug, we would have no objection to a provisiop which would require medi-
cal journal adrertising to contain a statement to the effect that physicians
rshould consult the manufacturer’'s literature for information concerning poesible
contra-indications and rside effects.
TITLE I1

Factory inspection, section 201

In the case of drugs. our association supports an extension of FDA factory
Inspection authority We submit, however, that any new law sbould provide
adequate safeguards against disclosure of confidential information and undue
interference with the right of management to operate its own enterprise. Ac-
cordingly, the articles subject to inspection should be limited to those having a
material bearing on the specific violations of the law. Furthermore, it should
be specifically provided that the authority to inspect shall not extend to (g)
financial records, (b) sales records, (c) pricing records, (d) personnel records,
{e) records of research activity, and (f) complaint files.

Io the ca-e of complaint files. the limitation need not apply to communica-
tions from licensed practitioners and institutions, provided that inspection of
such data be conducted with due regard for and consistently with the profes-
sional ethics of the medical profession, that access thereto be available only to
licensed medical personnel of the Department, and that corresponding informa-
ton beld by the Secretary be made available to medical personnel of the drug
manufacturer.

We are opposed tn the extension of factory inspection authority proposed by
section 201 of the bill. That section would increase the scope of such authority
to such an extent as to raise questions of constitutiopality, e<pecially consid-
ering the fact that this act contains ¢riminal penalties. Apart from those ques-
tions, however, we submit that 1t is wrong in principle to authorize virtually
unlimited inspection autbority. Such broad powers wonld reriously jeopardize
the many valuable trade recrets possessed by members of all industries subject
to the act.

Confidentiality of information obtained by inspection, section 202 -

We favor the proposed amendment of section 201(j) of the act, which would
prohibit disclosure of any information obtained by inspection. We submit, how-
ever, that the proposed insertion of the words ‘‘as authorized by law” sbould
be changed to read "“as required by law."”

It is our understanding that the Pharmaceutical Mapufacturers Association
intends to propose that the nact be amended so as (a.) to probibit counterfeiting
and (b} to require registration of drug manufacturing estahlirhiments and to
require inspection of such establishments at least every 2 years. We support
those proposals.

We are most appreciative of the opportunity to express our views on the pro-
visions of this bill which are of such vital concern to the members of our
asgociation.

Respectfully submitted.

Wrrriax J. ScHIEFFELIN 111, President.

Tue Reurex H. DowweLLEY Core.,
New York, N.Y., August 22, 1962,

Re. H.R. 11581,
Hon. OBEN HARRIS,
Chairman of the Committce on Interstate and Foreign Commerce,
Housc of Representatives, Washington, D.C.

My Tear Mr Harris: Ounce again, as we did in our letter to you of November
15, 1981, we would like to protest that part of H.R. 11581 which would reguire
full disclosure in medical journal advertisements.
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Ar publisher of six medical journals, and particolarly as publisher of “Modern
Drugs,” which has for the past 25 years presented product brochures and com-
plete descriptions of drugs, it seems to us to be entirely unnecessary for ad-
vertisements in this publication to repeat what is already presented in the text
pages of the publication.

Last year we published over 7,500 pages of scientific literature for the informa-
tion of pbysicians. This literature constantly gives tbe physicians the very
latest in cautions and contraindications. Advertising carried in our pages is
largely in the form of “reminder” copy.

We believe that if manufacturers are forced to pay for full disclosure advertis-
ing this will, in turn, have a decidely adverse effect on allocation of money fo
the research so necessary to the saving of lives. -

We believe, for the good of all, that the requirement for full disclosure in
advertising sbould be stricken from the bill.

May we request that this letter be made a part of the record.

Sincerely yours,
THE YORKE MEDICAL GROUP,
PLINY A. PoRTER, Publisher.
AFROSPACE MEDICAL ASSOCIATION,
Washington D.C., August 31, 1962.
Hon. Oren

. Hanrmis,
Chairman, Interstate and Foreign Commerce Committee,
The House of Representatives, Washingion, D.C.

Deak Mg. HaBris: In view of our committed responsibility of guarding the
safety, health, and welfare of our men in aviation and astronautics both in the
air and on the ground, we take this opportanity to call to your attention the
possible hazards of the adrvertising provisions of H.R. 11581. Such requirements
as set forth in the measure could have serious effect on the initiative of investiga-
tion so necessary on the part of all of us who practice medicine.

1 refer to the intuitive desire by the physician for complete information on any
particular medical procedure or the prescribing of any specific drug. Before a
physician prescribes either old or new pharmaceuticals, be {8 expected to first
inform himself fully on all aspects of efficacy, side effects, and contraindications.
We are reluctant to either assume or believe this information can be presented
in advertising space of a size available in medical journals. Thus, you can see
that the details necessary in the professional literature could not possibly be io-
cluded in today's pharmaceutical advertising. We do not want to encourage
the substitution of advertising for studring the scientific literature. Basically
journal advertising of drugs for prescribing is a means of alerting the physician
to their availability and basic therapeutic qualities. Such advertising bas never
been intended to say, “This drug will do so and so. Go abead and prescribe it.”

Much information on drugs becomwes a part of medical society meetings, hospi-
tal staff meetings, and seminars. Here knowledge on new drugs is disseminated
by lecture, discussion, and esperience reporting. TUnder the proposed require-
ment it is possible that ip many instances much of the information bearing on
all aspects of the drug could not be printed because of limitation of space and
it would most certainly, in some instances, result in the prescribing of the drug
without all the pertinent data needed to insure the safety of the patient.

Much has been accomplished in many other features of the measure. Hovwever,
we sincerely believe that to allow the section regarding tbe advertising provi-
glons to remain would detract from and weaken the beneficial provisions.

Sincerely,

WiLiau J. KEx®awvo, M.D,,
Ezecutive Vice President.
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Ferron Caemicar Co,, Inc.,
Brookiyn, N.Y., Anugust 28, 1962.

Re H.R. 11581, proposed factory inspection provisions.

Congressman OREN HARRnis,

Chairman, House Commitiee on Interstate and Foreign Commerce,

Howse Ohce Building, Washington, D.C.

Congressman Vicror L. ANruso,

Houase Ofice Building,

Washington, D.C.

DEear S1r8: The writer Is an attorney at law, house counsel for Felton Chemical
Co., Inc,, assistant secretary of that company, and hes been actively engaged
in the essential oi]l and basic perfumery business for upward of 30 years. Our
company is a wember of the Essential Oil Association of the U.S.A. and the writer
is a member of its legislative committee. As such, the writer is thoroughbly
familiar with tbe statement prepared@ by the Essential Oil Association of the
U.S.A. and presented to this committee by Mr. Dittrich, its president, on August
23, 1962, as well as the statement presented by Mr. Eugene P. Grisanti, on behalf
of International Flavors and Fragrances, Inc., a firm similarly sitoated.

On behalf of Felton Chemical Co., Ine. we wish to enter upon the record of the
proceedings of the House lnterstate and Foreign Commerce Committee our ob-
Jections to and protest against the inclusion of the proposed “factory inspection”
amendments contained in H.R. 11581, upon the facts and for the reasons given in
the aforesaid statemyents of Mr. Dittrich and Mr. Grisanti.

Your attention to and consideration of the foregoing is most sincerely urged.

Respectfully yours,
FraXx BRUMBUROH,
Assistant Secretary.

Braxp NaMEs FOUNDATION, INC,
New York, N.Y., August 17, 1962.
Subject : H.R. 11581
Hon. OrRen HARRIS,
Chairman, Commitiee on Interstate and FPoreign Commerce,
New House Ofice Building, Washington, D.C.

DEsR CoNGRESSMAN Harris : The undersigned, a membership organization in-
corporated in New York State, respectfully wishes to present to you and your
comInittee the view that certaip provisions of H.R. 11581, being considered by your
committee, are eontrary to the public interest.

The foundation was incorporated December 11, 1943, as the Brand Names
Research Foundation, Inc. Its name was changed with the approval of the
State of New York, Division of Corporations, September 4, 1946,

The membership of this cooperation is listed in a printed roster, 8 copy of which
accompanijes this letter. You will note that it i8 comprised of commercial or-
ganizations manufacturing products sold In general distribution with advertised
trademark identifications, professional advertising agencies, apd the several
media of communication.

Your attention further Is called to the fact that although some of the com-
panfes making and distributing pharmaceutical products participate in our en-
deavors, they are a very small portion of our membership and account for less
than 1 percent of our totsl revenue. Members of our board of directors speaking
for the drug industry, Including advisory, nonvoting directors, are only 4 in a
total of 53.

PURPOSE OF BRAKD NAMES FOUKDATION

The purposes of this corporation, as stated in our certificate of incorpora-
tion, are as follows:

(a) To advocate and advance the principle and philosopby of freedom
of choice, inherent to free enterprise, and freedom to develop better prod-
ucts and receive due reward for results achieved.

(b} To defend the proven, typically American system of merchandising,
using advertising of trademarked and branded products apd te uge any
proper steps deemed necessary or desirable to advance the system to even
greater usefulness.
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!
| (¢) To create greater understanding on the part of the general public
| of the aignificance of trademarks and brand names In the exercise of free-

dom of choice.
(d) To demonstrate to an Increasingly larger proportion of the public
] and to Government officials the jealous care shown by ethical manufacturers
1 to maintain the highest standards of quality and value of thelr trademarked
Bl or branded products and the desirability of such care in each individual
: instapce with consumers acting as thelr own judges.

(e) To carry out by every lawful means a campaign with respect to the
desirability and value of trademarks and brand names, and to do any and
all things lawfully permitted in furtherance of the foregoing purposes and
objects.

{ CONVICTIONS

The members of Brand Names Foundation, Inc. believe that the manufacture
apd distribution of brand-named products result in & continued concern for
public approval and patronage of trademarked items. Tbus, there is a constant
concern for consistency of quality and, through research, a constant aspiration
for product improvement.

ACTIVITIES OF THE FOUNDATION

During the more than 19 years of its existence, in behalf of its diversified
members, this corporation has engaged in continuous educational and promo-
o tional activities. The purpose of these has been to heighten the public’'s aware-
ness that, no less than they are a means of facilitating the distribution and
selling of products, manufacturers’ brand names are a service and guarantee of
responsibility and satisfaction to their ultimate purchasers.

|

!

! OBJECTIONS TO THE PROPOSED LEGISLATION

|

J We- respectfully bring to your attention our opinion that certain aspects of
| H.R. 11581 ultimately will be hurtful to consumer interests. Although bo
i comment is offered herein on the other provisions of the bill, this should not

§

b be interpreted as either approving or disapproving such other provisions:

i Bection 111

| } This would grant to the Secretary of Health, Education, and Welfare the

i right to designate a “standard name” for a drug which would be the “established

. name” for such drug.

| The foundation has no objections to the standardization of names as such

for any category of products. However, we believe that there should be a

specific prohibition against the adoption of any valid trademark as the stand-

ardized name of any product. Section 111, as written, does not contain any

limitation upon the name that may be selected by the Secretary and thus placed

P in the public domain. Potentially the affected name nevertheless could be a

tgd valued trademark.

o A dangerous precedent would be set if a manufacturer were faced with the

|3 possible loss of exclusivity in bis trademark by governmental fiat. Accordingly,

T it is our suggestion that section 111 should contain an express provision pro-
hibiting the Secretary from designating as the standard name for & drug any
valid trademark.

{
{

Bection 112 (a)

Brand Names Foundation slzo objects to section 112(a) which, as written,
would require & drug manufacturer to give the “established name” of his drug
precedence in position over the trademark or brand name, and use it in type at
least as large as such trademark or brand name. This provision's admitted
purpose {8 to encourage the prescribing and sale of drug products by their
geperic designations rather than by their trademarks.

This concept and precedent, once established, could at another time be applied
to any other category of products that consumers puarchase and use.

Thus, “drip-dry” shirts could be made an identification equal to or dominant
over the trademarks or brand names now identifying the distinctive craftman-
sbip, rtrle standards, and qualities of several preferred brands

“Pressed wallboard” could be aun {ndication equal or dominant to the brand
names of the wide varfety of manufactured products that serve structural
purposes.
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“Yegetable soup” could, by the precedent of section 112(a), identify a sub-
stantlal varlety of products that today are represented by names like Campbell,
Heinz and others, each representing distinctive flavors and ingredients. Tbe
housewife would be unable to serve ber family according to its palate prefer-
ances if she followed only commonly established descriptive names.

Your committee readily will recognize innumerable other potential analogies.

The proposed radical departure from the presept reliance on reputation could
only result in the reduction or elimination of incentive to attract consistent
patronage, and thus tha deterforation of quality and of aspiration for progres-
Bively greater excellence now dominating the manufacturers of consumers’ goods.

This provision, it enacted, would set a precedent for product mediocrity and
encourage and protect the counterfeiter and substituter.

The community of industries and service organizations represented in Brand
Names Foundation respectfully calls the committee's attention to the fact that
of all the kinds of consumer products, those consumed internally could be the
most dangerous among which to encourage mediocrity or to discourage the
prevalling aspiration for excellence. In the manufacture of drug preparations,
the trademark symbolizes not only the active ingredients, but also the quality,
purity, and efficacy of the end products.

In the light of the foregoing vonclusions, we again rerpectfully urge the com-
mittee to reconsider these provisions of H.R. 11581 with respect to their ulti-
mate effect on consumer interests and the precedents they could set affecting
the service of the traditional competitive trademark system.

Yery truly yours,
HexeY E. AT, President.

New Yorx UsIvEmsrry,
ScHOoOL oF Law,
New York, N.Y,, June 26, 1962,
Hon. Orex HARriIS,
Chairman, Interstate and Foreign Commerce Committee,
U.8. Rouse of Reprcsentatives, Washington, D.C.

DeaR CoxcrEssMAN HaRrrIs: On Friday., June 22, 1962, I attended the hear-
’ . ings of your Committee on Interstate and Foreign Commerce, in hopes of testify-
5 b g ing hefore you on House bill T1 R. 11581-87th Congress, 28 session. Unforto-
natelr. the short time available to the committtee made it impossible for me to
be called as a witne<s. Fnllnwing your snggestion at the close of that hearing, I
3 am. therefore. taking the liberty of submitting to you a number of comments on
3 the hill which I otherswrice would have made orally. In thus commenting on the

bill, I am stating my views as a professor or criminal law (at New York Uni-
versity). and nnt as a representative of any organization or assoclation. My
interest in the bill is that of a citizen who dislikes adulterated food, because
I mayr have to eat it. and as a law professor who dislikes adulterated laws,
becaunse I may have to teach them.
First of all. permit me to commend the committtee for the thorough way by
which it Invectigates the need for further legislation in this field.
Next, permit me to note that evervbody’s concern centers on four points
v 4 which seem herond dispute. These I propose to discuss:
' (1) Everyone agrees that the existing act and the propnsed bill are full of
: “Weasel” words, vague stapdards, and uncommop meanings. Simply by way
of example. what does the word “unsafe” mean in connection with section
4022(c)? Through a maze of croes references, we learn ultimately that “unrafe’
means failure to comply with the Secretary’s view as to what i8 consistent with
the public bealth, as expressed in & regnlation issued for the promotion of honesty
and fair desling in the interest of consumers.

I conld go on ad infinitum to point to a mnltitnde of vague concepts and stand.
ards in the act. A= a theoretician of the law, I cannot understand why a Nation
as intelligent as ours cannot produce a legal drafteman capable of drafting bills
which tell tho<e reguiated thereby what is expected of them. But let ur assume
that we cannot avnid the vague standards. Then I would think that we should
zo to pains ta prevent poscihle abuses sricing from such vague standards, namely
by limiting bureancratic diseretions. Does the act do that?

No. and that Jeads to the recond point.

(2) Broad discretions are joined o tightly with the vague standards that no
man can put them nsunder. The Secretary himself has enormous discretions.
Thue, he might promulgate regulationr wsenever, in his judgment, such action

RB389—62——43
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will promote bonesty and fair dealing in the interest of consumers, etc., etc.
The proposed bill is intended to enlarge these discretions. Is s necessary that
the administration be granted such vast discretions? I personally seriously
doubt that. But let us assume that the broad discretions are as necessary as
the vague standards. This leads us to the third issve.

(3) Should the Secretary bLe invested with police powers greater than ounr
armed law officers possess in preventing rape aod murder? No police officer is
vested with the power “at all reasonable times” to inspect the bedrooms of
American citizens, although, according to Dr. Kinsey, most of such bedroom
violations of the law constantly take place. Or does the police have the power
to make inspection of houses and rooms therein even if they suspect that a dead
body or a machinegun might be hidden there? XNo, they will have to obtsin a
warrant upon evidence sworn to, establishing probable cause that a crime has
been committed therein. But H.R. 11381, in section 201(a), is the first example
In American history in which our constitutional standards, developed on the
basis of the fourth amendment. are completely set aside. This section, in effect,
legislatively creates an irrebuttable presumption of facts and a presumption of
an oath attesting to these facts, that all American food and drug manufacturers,
etc., are probably continuously engaged in the commission of crimes in their
establishment, for it creates the basis for entrance, search for evidence of crime,
and seizure of such evidence without any formality. The committee is familiar
with the cases in which the statutory right of health inspectors to inspect pre-
mises was upheld. In none of these cases were health inspectors empowered
to search for the evidence of crime. There can be no doubt whatsoever that
the authority which this act proposes to establish in the Food and Drug Admin-
istration is in violation of the fourth ameodment to the Constitution. But apart
from the fact that the provision is unconstitutional, there is {nherent in this pro-
vision an 1peredible insult to an essentially law-abiding industry. XNo other in-
dustry has ever been deemed, impliedly or expressiy, to e constantly engaged in
the commission of crime, so that searches for evidence of crimne may take place
without warrant or warning. If the committee feels that the FDA needs partic-
ularly broad powers of scarch and seizure, for the protection of the public health,
I think it Is absolutely necessary that an iumcrimination-immunity proviso be
added to the provision, to the effect that any evidence seized cannot be used
in apy criminal prosecution against any person or. company from whom such
evidence has been taken. I still maintain, however, that the effect of this
provision is to antagonize an industry which otherwise would, in all probability,
cooperate eagerly with the Food and Drug Administration.

(4) My last point pertains to the penalty section of the Federal Food, Drug
and Cosmetic Act, especially section 333 (a) anpd (¢), which the presently pro-
posed amendments do oot touch upon, but shoald.

On mapy occasions I have pointed out, in print and spoken word, that the
absolute liability feature of this penalty section is repugunant to our American
sense of injustice and flies in the face of everr experience gathered in eight cen-
turies of common-law history. Absolute liubility means that the guilty and the
{innocent violator are punished alike, that the careful and the careless entre- '
preneur are both subject to punishment. Nothing can be plainer than that
punishment of the careful will create frustrations. Obrviously, if & man can be
proven guilty, he should be severely dealt with, preferably by imprisonment
ratber than fipe. But if a man is not guiltr, he deserves un acquittal regardless
of what bappens to a tainted product which may have been innocently produced
It is no answer to say that the Food and Drug Administration will not pick the
truly inoocent violator for prosecution. In the first place, they have done so,
as the long list of cases cited 1o the nnnotation of 21 U.S.C.A. section 333 indicates.
In the second place, impunity of inbocent per=ons should not be a matter of
administrative graces but a matter of right The law itself should make this
clear. T urge your committee, therefore, 1o reconsider section 333 and to insert
in line one. behind the words “any person who" the words “intentiopally or reck-
leesly " This, in turn, would make it pémsible to drop the entire subsection (c¢)
with its currently wholly inadequate list of exceptions to the enormous sweep
of otherwise absolute criminal liability.

I shnuld be pleased if my few commients will be of belp to Fou and the members
of your committee, to whom I express my sincere respect.

Faithfully yours,

GERAARD O, W. MUELLER,
Professor of Law.

© 4 mee e
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Kixrey & Co, Inc,
Columbus, Ind., June 18, 1962,
Hobp. AXCHER NELSEN, .
House of Representatives,
Washington, D.C.

Dear Mg, Netsgx : Thapk yon for taking time from your busy day to visit

with me last Thursday. I appreciate your sttentive consideration to my point
. of view un certain provisions of the Harris bill, H.R. 11581

You suggested tbat 1 write You on tbhe subject and that yoa would make this
letter a part of the record of the hearing on this bill. -

Kinney & Co., 1nc., is “opne of the little fellows” in the industry. Our sales
are less than a million dollars unnually. We are, therefore, vitally Interested
in any provision of the proposed new drug law which would be particularly
damaging to small companies.

As a small pharwmaceutical company, we are deeply concerned about the pro-
posed provision that the generic name of a8 product be given precedence in posi-
tion over the trademark. The opinion has been expressed that drug products
sbould be jdentified by generic pames rather than trade names, the theory being
that this would give the small drug wanufacturer an opportunity to compete
more effectively with the larger companies. The added competition anticipated
is theoretically supposed to reduce the cost of drug products.

We are convinced tbat any legal provision that would tend to eliminate or
downgrade the vse of trademarks on drug products would also tend to eliminste
the small drug manufacturer. The only chance for the small drug manunfactorer
to exist ix through the development of worthrwhile products which he can market
under a trademark. Without a trademark, a rmall pharmaceutical manufac-
turer who develops a product of merit and markets it under the generic name
would soon find that his business was gobbled up by larger manufacturers who
would soon be selling the same product under the same name. The small map-
ufacturer withowt any trademark protection could not maintain bis business
arainst the massive production distribution and promotional facilities of the
large drug manufacturer.

The active competition of small pharmaceutical companfes, each striving to
carve a niche for itself, has resulted in many worthwhile contributions to medi-
cine and to the public. We are convinced that the end result of generic drug
products as against trademarked drug products would be the elimination of
mast <mall and medinm size driur companie< and the concentration of drug man-
ufacturing and distribution in a few giant firms.

Such a2 concentration of drng manufacturing and distribution would not be
a decirahle ohjective from any standpoint. I hope your committee will take into
ennsideration the destructive end re<ult of this ill-conceived provision to ham-
string the n<e of trademarks on pharmaceatical products.

Yery truly yours,

H. 8. KinreY.

Trarre Frozex Foons Coxr.,
Trappe, Md., June 25, 1962.
Hon. OxeN Haxrzis,

Chairman, House Commitiee on Interstate and Foreign Commerce, House of
Rcpresentatives, Washington, D.C.

DEaR StR: We. as a frozen fond packer. are vitally concerned with the provi-
sjons of propos<ed legislation in title IT of H.R. 11581. The purpose of this letter
is to go on record as opposing the amendment which would modify the Federal
Food, Drug, and Cosmetic Act to expand factory inspection powers.

The statement submitted to your committee by the National Canners Assocla-
tion has our full support. There is very little we, as an individua) packer,
could adqd to this excellent statement, which would not be a repetition of what
has already been expertly presented.

Tbe general trend of most Government bureans, departments, and agencies to
zain more and more powers and control over the individual citizen as well 28
burinecs {5 evidenced by the unwarranted powers provided by H.R. 11581.

We sincerely hnpe that, for the benefit of the country as a whole, this bill will
never get out of committee.

Very truly yours,
G. K. Carvear.
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NATIONAL BAKERY SUPPLIERS ASSOCIATION,
June 21, 1962.
Mr. Orex Hazxxe,
Chairman, House Committee on Interstate and Foreign Commerce, House Office
Butlding, Washington, D.C.

DreAR Me. CHarRMAX : The National Bakery Suppliers Asgsociation in behalf
of its members who are the largest and most economically important in their
industry, respectfully suggest that the proposed extension of the factory inspec-
tion power under the Federal Food, Drug, and Cosmetic Act, as propoeed in HR.
11581, 18 not warranted. : R

Our industry is not averse to factory inspection which is reasonably required
for an effective administration and enforcement of the law to insure shipment
of safe and clean foods properly labeled. However, we respectfully submit that
experience under the existing law abundantly demonstrates that the present
powers are fully adequate, at least insofar as the production and distribution of
foods 18 concerned, to insure this objective.

We believe that granting of the sweeping administrative power as proposed
in the bill wiil not contribute apything not now available and reasopably re-
quired for effective administration and enforcement of the act. For example,
all foods and food ingredients which are not generally recognized as safe have
to be approved for distribution In interstate commerce by formal regulation.
The powers implicit in the pesticide chemicals amendment, the food additives
amendment and the color sdditive amendments of the law, coupled with the
present factory inspection power, completely cover all facts reasonably required
to determine food safety.

In addition to the specific powers included in these amendments to insure
food safety, the present law authorizes the entry and inspection of “any fac-
tory, warehouse, or establishment” {n which commodities subject to the act are
manufactured, and to inspect all of such premises and “all pertinent equipment,
finished or unfinished materials, containers and labeling therein.”

Under these provisions a duly authorized inspector is entitled to, and history
of experience shows that he has alwars been getting, all information which can
have any possible bearing on likely safety, cleanliness. and proper branding
of foods. Samples of the raw materials or of the foods at various stages at ite
preparation, as well s samples of every item of printed matter which is on the
container of a food or sccompanies 8 food is available. Indeed it is impossible
to conceive of any addjtional information needed to insure the indicated objec-
tive in the production and distribution of foods.

However, while the sweeping open-end provisions proposed in section 201 of
H.R. 11581 will contribute very little. {f anrthing. additional to information
needed to achieve these statutory objectives, they would grant authority to de-
mand delivery to an inspector of “all things” located ip the establichment, in-
cluding outside consulting laboratories engaged in highly confidential research
“including records. files, papers, processes, controls and facilities” hearing on
whether commoditier which are not eligible for shipment in interstate com-
werce are being manufactured in such plant “or otherwise bearing on violations
or potential violations of this act.” Thix, it i< rubmitted, would grant complete
open-end authority to require submission of all sorts of highly corfilential in-
formation, such as details regarding confidential formulate, processes, new
producte research, complaint files, jrersonnel files, and the like. none of which
would provide any real assistance in determining facts required to come to a
concliusion as to whether a food is or is Jikely to be unsafe, unclean or misbranded.

It is understood, we are certain, that Federal inspectors are human beings.
not some form of machine or tape that can be locked away in a Government
vault. They are human beings, with all the freedoms this great country of
ours incures its citizens. One of which {s the freedom to change his job—to
move from Government employment to private industry.

As stated, our industry Is not averse to any inspection, or te providing any
information, reaconably required to as<ure this objective. Howerver, at least
insofar as the food Industry is concerned. no need whatever has been ehown
for the suggested extension of the inspection power. If the Department has
been denied certain information which it can demonstrate to the ratisfaction
of this committee as being reaconablv required in the rffective enforcement of
the act. then that area of need should be spelled out precisely by indicating the
specific additional information required, so that this commliitee may then judge
the merits on specifically claimed needs.
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The problem, if one exists, should not be approached by adopting sweeping
-open-end legislation which will prove a burden to the reputable members of the
industry but will be unenforcible against any member choosing to disregard it.

Respectfully submitted.

JouX W. ALLEN, President.

i 3 Na7I0NAL FEED INOGREDIENTS ABBOCIATION,
‘ Des Moines, Towa. August 16, 1962.
To: Mr. W. E. Willlamson, Clerk, HBonse Committee on Interstate and Forelgn
Commerce, the Heouse of Representatives, Congress of the United States,
Washington, D.C.
" ] From : National Feed Ingredients Association, Des Moines, Iowa.
, Subject: H.R. 11581 (title 11}, that portionp of the bill to amend the Federal
Food, Drug, and Cosmetic Act with respect to strengthening of factory
] in=pection authority.
k s Dear Sir: The Nationnl Feed Ingredients Association and all its members ur-
< gently recommend to the membere of the House Committee on Interstate and
B y Foreign Commerce of the Congress of the United States to reject the provisions
b - <of titel 11 of 11.R. 11381 introduced by Congressman Oren Harris, of Arkansas, on
< 3 May 3, 1962.
A { The association sand its members have come to this coneclusion becaunse the
authority given the adyinistrative authority is 6o broad as to be an invasion of
‘the liberties guaranteed by the Construction of the United States and because
the administrative authority can achieve tbhe same end results by due process
of law. .
Since the same resulis can be achieved by the administrative authority by due
process of law, we urge that the House Committee on Interstate and Foreign
Commerce of the Congress of the United States reject the provisions ot title 11
-of H.R. 11381. .
Sincerely yours,
1. Levin, Ezecutive Secretary.

AMERICAN NURSES' ABS8OCIATION, INc,
3 Newr York, N.Y., August 20, 1962.
Reprecentative OREX Iareis,
Chairman, Committce on Interetate and Foreign Commerce,
8. Housc of Representatives, Washington, D.C.

Dear M=, Harr1s : The Awerican Nurses” Association har an interest {n current
hearings un drug legislation and supports Federal legislative proposals that seek
to m:ike readily available to all concerned professional practitioners current
and accurate information on drugs,

Nurs~es do not prescribe drugs elnce this constitutes the practice of mediclne,
but under the licenring laws of the rarivus States. nurses are permitted to admin-
ister medications under a pbysician’s order. 1In carrying out this function, &
nurse is legally required to understand the cause and effect of the order ebe
executes.

The Anierican Nurses' Association endorses the “Statement of Principles In-
volved in the Use of Investigational Drugs in Hospitals” which was developed by
the Awerican Hospital Association and the American Society of Hospital Phar-
macists. The third principle of this statement is: “When nurses are called upon
to administer investigational drugs they should have available to them basic in-
formation concerning such drugs. incduding dosage forms, strengthe available,
actions and vses. side effects. and symptoms of toxicity.”

We will not commment op other propocalr in the bill you are considering since
these ure outside our area of competence.

We would appreciate having this letter included in the record of hearings on
J1.R. 11591, -

Sincerely yours,
JuoitH G. WuIyAXER, Ezecutive Director.
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WasrIngTON, D.C, August £0, 1962,

Re H.R. 11581

Hon. OreN HAaRRIS,

Interstate und Foreign Commerce Committee,
House of Representatives, Waghington, D.C.

Deag Mz Hagnig: As you may be aware, the Society of the Plastics Industry
has previously requested time to appear before your comrmittee to express its
views with respect to the factory inspection provisions in H.R. 11581. On the
strength of the indications in your announcement that the committee’s interest
is now in legislation relating to drugs, and with cognizance of your request that
“organizations * * * be mindful of the time limitation under which the com-
mittee will operate,” the society iIs not presently pianning to appear.

We realize that the Senate committee which has been working on similar
legislation has already amended its proposals to limit the factory inspections
provisious to drugs. We are also aware of the President’s suggestions that
H.R. 11581 should be similarly amended.

e would like it clearly understood that we are still interested in any factory
inspection proposal which might relate to food additives or other areas in which
the society might have an interest, so we should appreciate being given an
opportunity to present our views at a more appropriate time when and if these
matters are to be further considered.

Respectfully submitted.

JepomE H. HECKMAN,
Counsel for the Society of the Plastics Indusiry, Inc.

Per Foop INsTITUTE.
Chicago, 111, May 31, 1962.
Hon. Orex HARRIS,
Chatrman, Commzutice on Interstate and Foreign Commerce,
House of Represcniatives, Washwington, D.C.

Dear Sie: The Pet Food Iunstitute, & trade association comprised of over 50
mapufacturers of pet foods and their suppliers, respectfully wishes to express
its opinion with respect to the proposed broadening of factory inspection powers
in the Federal Food, Drug, and Coswetic Act. A review of our membership
indicates that the pet-food industry has real misgivings concerning the true need
for the expanded powers proposed by H.R. 11581.

These misgivings do not refer to the general regulatory principles of the FDA
nor to the manmer in which these principles are apphied  As a matter of fact,
the Pet Food lu-titute, representing one of the more important segments of
the food industry, has felt that such principles generally have been fairly and
reasopably administered to the distinct well-being of the general public. Our
association has consistently approved and applavded the cbjectives of the Fed-
eral and State food, drug, and cosmetic laws. Howerer, the current proposal
to provide FDA inspectors with power to exaiwine financial and personnel records
and files seems to have scant reference to the intention #nd spirit of such legis-
lation : surely no excuc<e <an be =set forth for an exanunation of records on
recearch and development ef product.

To be more specific, the past record of the food industry in geperal, and the
pet-food industry in particular, indicates that the pre<ent provisions of the
Foad, Drug, and Cosmetic Act are more than adequute TIncreas<ed factory in-
spectiop powers would merely create additional and unnece<sary requirements
thiat would be needlessly time consuming and expensive to the pet-food industry,
and therefore to the con<umer.

1t has been regular practice among pet-foad manufacturers to make available
all information needed by the FDA on a cooperative and willing basis wherever
there has been any question regarding the whaolesomeness or sanitation of prod-
uct  Extended authority will very likely re<ult in the need for the pet-food
manufacturers to incur additional cost to operate in order to provide informa-
tion a<ked for but of very questionable value in<afar sc the consnmer ig con-
cerned, either from the 0int of view of health, <anitat’on, or deception.

There i< no question that IR 11581 would open up for review confidential
financial and product information having no bearing on product quality, safety,
or pas<ible deceptive practices. There hits been no demonstrated need for addi-
tinnal guthor:ty by which a more effective enforcement of the Federal Food,
Drug, and Coesmetic Act would be oltaiued and which is not available to it
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under the present authority. If any such need can be demonstrated for exten-
sion of the authority in specific areas pertinent to the purpose of the act, legis-
lation restricted to such specific areas of inquiry can be proposed for study.

The Pet Food Institute feels that experience, pot only in i{ts own industry,
but in the food industry in general, bas not been such as would justify the
sweeping factory inspection powers pow sought which include within its scope
power to demand information regarding products and personnel rightfully con-

The board of directors of Pet Food Institute, after careful study, has adopted
a resolution opposing the proposed amendment to the Federal Food, Drug, and
Cosmetic Act expanding factory inspection powers. We, therefore, wish to
place ourselves on record with your committee urging that sections 201 and 202
be deleted trom H.R. 11581 prior to submission of this bill to the House of Rep-
resentatives for a vote.

Thank you for your attentlon to this matter. We shall be happy to provide
additional information in support of the above points if you so desire,

Sincerely,
. HexsY A. BUCKLIN, President,

AMERICARX SYRUP & PrEsprvine Co.,
Nashville, Tenn, Moy 31, 1962.
Representative OReN Haruig,
House of Representatives, Washington, D.O.

Dear CoNGREESMANX Barris: With reference to H.R. 11581, I note thsat tkhe
National Preservers Association, of which our company {8 8 member, and of
which I amo an officer and a member of the board, has taken a position opposing
certain sections of this bill. mainly sections 201 and 202.

This company, and I, would like to go on record as supporting wholeheartedly
H.R. 11581, as written, and urge that your committee, after full consideration
of it, give it speedy approval.

May I add that the only way I think that this bill could be improved would
possibly be to emphasize the adjective, “reasonable,” that is used in part 2 of
section 201. This should protect individuals from any undue exercise of powers
by administrative agents of the Federal Food and Drug Agency.

1 would like further to add that we feel that the highly sophisticated new
foods, drugs, and cosmetics make it imperative that HLR. 11581, in its substan-
tial form, be hurriedly enacted.

Respectfully yours,
WILLIAM MARTIN.

Serman Bros., INc,
New York, N.Y., May 29, 1968.
Hon. Oren Hargls,
Chairman, House Committee on Interstate and Foreign Commeroce,
House of Representatives, Washington, D.C.

Drar Mr. Harris: I wich to express my opposition to the enactment in its
present form of H.R. 11581, now before the Bouse Committee on Interstate and
Foreign Commerce. I would find the bill more acceptable if certain reasonable
changes were made in it.

The bill is obviously a response to unique facts disclosed during investigation
of the drug industry by Senator Kefauver’s Antitrust Subcommittee. The food
industry was pot involved in that investigation. The bill gives inspectors under
the Federal Food, Drug and Cosmetic Act unreasonable and excessively broad
powers to inspect factories. These powers are clearly unrelated to, and go far
berond, those purposes of the act aimed at preventing adulteration and misbrand-
ing 1z the manufacture of food.

The food apd drug industries are different and have different problems and
characteristics. Therefore, legislation intended for the drug industry should not
include the food industry automatically and except for the most compelling
reasons.

Accordingly, T strongly urge you to oppose the application of the factory im-
spection provisions of H.R. 11381 to the food industry. Tbhis can best be accom-
Plished at this time by suporting a severance of the factory inspection provisions
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of the act so that the food and drug industries will be treated separately and in
accordance with their own distinctive problems.
Sincerely,

PauvL E. Zzoes,

i Vice President, Finance and Treasurer,

Juxe 1, 1962,
Hon. Oren Hargzis,
Chairman, Committce on Interstate and Foreign Commeroe,
House of Representatives, Washington, D.C. | .

‘Dear REPRESENTATIVE Hargis : The Popcorn Institute iz a national trade as-
sociation made up of the processors and distributors of popcorn. The member-
ship comprises more than 40 companies doing buciness throughout the United
States. ~ Members of the Popcoru lnstitute are vitally concerned with a measure
pending before your committee designated as H.IR. 11381. The members of the
institute, after eareful study, have adopted a resclution opposing the proposed
amendment to the Federal Food, Drug. and Cosmetic Act expanding factory in-
spection powers. We wish to outline their objections to the proposed expansion
of factory inspection powers, and respectfully request your consideration thereof.

Under the provisions of H.R. 11581, FDA inspectors whose previous duties have
been limited to seeing that the public is protected as to food and drug products,
would be given the additional right to probe into financial and personal records as
well as to delve without reservation into confidential records concerning research
and development of products. Our industry does not believe these powers are
remotely conmected with the statutory objective and with the preservation of
the public interest. We do not believe that they can be classified as being essential
for the protection of the public interest.

Questions of fact as to wholesomeness, preservation of health, and the pre-
vention of deception are sound purposes for which the Food and Drug Adminis-
tration sbould be given every necessary tool, but we respectfully submit that the
review of confidential financial and research information have po bearing on
guality of product, safety, or marketing practices,

We do naot believe that the subject bill is needed to permit the effective operation

. of the FDA : ne do not believe it is either necessary or in the public interest. We

therefore respectfully request that the proposed sections 201 and 202 be deleted

; and that the agency powers and authority not be expanded into matters wholely
apart from the statutorr objectives.

If we may provide you or your committee with any additional information
which would be helpful. we would be happy to do so.
Respectfully yours,
WrnLiay E. Surra.

Frozex PEA COUNCIL,
Chicago, 1. June 12, 1962.
[ Hon. OREX HARRIS,

{ Chairman, House Contmittee on Interstate and Foreign Commerce,
House of Representatines, Washington, D.C.

9 Dear CongrRess sy Harnis: The Frozen Pea Council i a nationnl trade

. ascociation compriced of frozen pea processor<s. Twenty-one companles through-
out the country are active mewbers. Recentlr, member companies have hecome
vitally cancerned about the meacure now befare your committee, which {s known
ac< IIR 11751, The Loard of directors of the council wish 1o go on record with
this letter as oppoding the nmendment which wonld modifs the Federal Food,
Drug and Cosmetic Act to expand factory in<pection powers,

Precently, incjectors are empowered to protect the public concerning whale-
someness, acenrate labeling, and deceiving praectices relative to the marketing
of ford and drug products.  All pos<ible aid should be repdered to insure en-
forcement of the<e regulations,

HR 115%1 empowers FDA Inepectars to Investigate financial and personnel
reeords, and to go into confidentia) files concerned with company research and
produet develapment. The propo<ed (mwers are not related to statutory objec-
tives and protectiom of the public interest.

The Frazen Pea Council respectfully submits the following points for your
con<ideration :
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(1) The review of confidential financial and research information has no
bearing on quality, rafety or marketing practices.
(2) The proposed bill is not needed.
(3) The proposed bill Is not to be desired because it grants unwarranted
powers.
(1) Proposed sections 201 and 202 should be deleted becaure the agency
should not be given power over matters apart from statutory objectives.
The council and indiviidual members will provide you and your committee
with all possible assistance on this subject.
Sincerely,
Fuancis C. Kexz, Ezecutive Director.

NATIONAL PECcaN SHELLEERS & PROCESSORS ASBOCIATION,
Chicago, Ill., May 31, 1962.
Hon. OreN I1igzIS,
Chairmian, Commitiee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Sir: The National Pecan Shellers & IProcessors Association is a trade associa-
tion comprised of the shellers avd processors of pecans. It is made uvp of more
than 65 firmos doing business throughout the Unlited States. Its members are
vitally concerned with & measure pending before your committee and designated
as H.R. 11581. The board of directors of the association, after careful study, has
adopted a resolution opposing the proposed amendment to the Federal Food,
Drug, and Cosmetic Act expanding factory inspection powers and pursuant to
their anthority, we wish to set forth for your earnest consideration tbeir objec-
tions to the proposed expansion of factory inspection powers.

Under the provisions of H.R. 11381, FDA inspectors, whose responsibilities
and duties have heretofore been limited to seeing that the public is protected
as to food and drug products, would be given the right to probe into financial and
personnel records and to delve without reservation into confidential records
relative to research and development of product. These powers are s0 remotely
connected with the statutory objective and with the preservation of public
fnterest that they cannot Le defended as essential—or even reasonable—to the
protection of the public interest.

Questions of wholesomeness, honest Jabeling. and preservation of health and
prevention of deception are sound purposes for which the Agency rhould be
given every necessary tool, but we respectfully submit that the review of confi-
dential financial and research information has no bearing on quality of product,
safety, or marketing practices.

The Congress of the United States must ever be vigilant lest is readily accede
to unnecessary requests for administrative power expansion. The subject bill
is not needed. It is not desirable. This epactment would not be in the public
interest. We urge tbat the unwarranted powers sought by proposed sections
201 and 202 be deleted and that the agency not be given powers and authority to
concern itself with matters wholely apart from the statutory objectives.

Our association and its members will be happy for the opportunity of provid-
ing you or your committee with any additional information if this would be
belpful

Yours very truly,
Hexey A. Bucklix, Executive Becretary.

MATOXNAISE & SALAD DRESSING MAKNTUFACTURERS' ASBOCIATION, INC.,
Chicago, 111, May 29, 1962.
Hon. Orex HAaReIls,
Chairman. House Committee on Interstatc and Foreign Commerce,
Housec of Representatives, Washington, D.C.

Drar CoxcressMax Harmie: The Mayonnaice & Salad Dressing Manufae-
turers' Arsociation is a trade association of independent manufacturers of dress-
ing products. Its members are vitally concerned because of a measure now before
your committee—namely, H.R. 11581, After careful study, the hoard of directors
of this arsociation have adopted 8 resolution opposing the proposed amendment
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to the Federal Food, Drug and Cosmetic Act, expanding factory inspection
powers. We wish to set forth for your consideration our objections to the pro-
posed expansion of factory inspection powers.

Under the newly proposed provisions of H.R. 11581, Food and Drug Adminis-
tration inspectors, whose responsibilities and dunties bhave heretofore been Mm-
ited to protecting the public as to food and drug products, would be given the
right to probe into financial and personnel records, and in addition, have access
without reservation into confidential records relating to research and product
development. These powers are 80 remotely connected with the statutory ob-
Jectives and.with the preservation of public interest that they cannot be
defended as essential, or even reasonable to the protection of the public interest.

We believe that questions concerning the wholesomeness, honest labelling,
preservation of health and the prevention of deception are sound purposes, for
which this agency should be given every necessary tool. But we submit that the
review of confidential financial and research information has no bearing on
protection of quality, safety or marketing practices.

We believe the Congress of the United States must be vigilant lest it readily
accede to unnecessary requests for administrative expansion of power. The
subject bill, in our opinton, is definitely not needed. Moreover, it 18 not even
desirable. The results would not be in the public interest. We urge that the
unwarranted powers set forth under proposed sections 201 and 202 be deleted,
and that the agency not be given powers or authority over matters completely
apart from the statutory objectives.

If it would be helpful, our association and its members will be glad to provide
you and your committee with additional information.

Sincerely, ~
' WespELL W. BisHoP,
President.

IJ VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT
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SeEmax Bros., INc.,
New York, N.¥., May 31, 1962,
Hon. Orex HARRIS,
Chairman, House Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Drear REPRESENTATIVE HaRRI6: 1 wish to express my opposition to the enact-
ment in fts present form of H.R. 115S1, now bhefore the House Committee on
Interstate and Foreign Commerce. I would find the bill more acceptable if
certain reasonable changes were made in it.

The bill is obriously a respopse to unique facts disclosed during investigation
of the drug industry by Senator Kefauver's Antitrust Subcommittee. The food
industry was not involved in that investigation. The bill gives inspectors under
the Federal Food, Drug, and Cosmetic Act unrea<onable and excessively broad
powers to inspect factories. These pawers are clearly unrelated to, and go far
beyond, those purposes of the act aimed at preventing adulteration and mis-
branding in the manufacture of food.

The food drug industries are different and have different problems and char-
acteristice. Therefore, legislation intended for the drug industry should not
include the food industry automatically and except for the most compelling

et s

reasons.
Accordingly, 1 strongly urge you to oppose the application of the factory N
fnspection provisions of H.R. 11581 to the food industry. This can best be M

accomplished at this time by supporting a severance of the factory inspection
provisions of the act so that the food and drug industries will be treated sepa-
rately and ip accordance with their own distinctive problems.
Sincerely,
WarLker R. GoopricH,
Vice Prezident, Personnel.

NATIOKAL PRESERTERS AGSOCIATION,
' Chicago, ITl, May 31, 1962,
' Hon. Orex Hagers,
Chairman, House Commitlee on Interstate and Forcign Commerce, House of
Rcepresentatives, Washington, D.C.
Dear CoNGREesMAN Hamris: The National Preservers Association, a trade
association comprised of the manufacturers of jams, jellles, preserves, and

PR
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fruoit spreads, respectfully wishes to express its opinion with respect to the
proposed broadening of factory inspection powers in the Federal Food, Drug
and Cosmetic Act. A review of our membership indicates that the preserve In-
dustry has real.misgivings concerning the true need for the expanded powers
proposed by H.R. 11581.

These misgivings do not refer to the general regulatory principles of tbe
FDA, nor to the mapper in which these principles are applied. As a matter
of fact, NPA, representing one of the more important segments of the food in-
dustry, bas felt that such principles generally have been fairly and reasonably
administered to the distinct well-being of the general public. Qur association
has consistently sapproved and applauded the objectives of the Federal and State
food, drug and cosmetic laws. However, the current proposal to provide FDA
inspectors with power to examine financial and personnel records and files seems
to have scant reference to the intention and splrit of such legislation; surely
no excuse can be set forth for an examination of records on research and develop-
ment of product. -

To be more specific, the past record of the food industry in general, and the
preserve industry, in particular, indicates that the present provisions of the
Food, Drug and Cosmetic Act are more than adequate. Increased factory in-
spection powers would merely create additional and unnecessary requirements
that would needlessly consume time and would be expensive to the preserve in-
dustry, and therefore to the consumer.

It has been regular practice among preservers to make available all informa-
tion needed by the FDA on a cooperative and willing basis wherever there has
been any question regarding the wholesomeness or sanitation of product. Ex-
tended authority will very likely result in the need for the preserve manufac-
turers to incur additional costs to operate in order to provide information asked
for, but of very questionable value insofar as the consumer {s concerned either
from the point of view of health, sanitation or deception. There is no guestion
that H.R. 11581 would open up for review confidential financial and product
information having no bearing on product quality, safety or possible deceptive
practices.

There has been no demonstrated need for additional authority by which a
more effective enforcement of the Federal Food, Drug and Cosmetic Act would
be obtained, and which is not available to it under the present authority. If any
such need can be demonpstrated for extension of the authority in specific areas
pertinent to the purpose of the act, legislation restricted to such specific areas
of inquiry can be proposed for study. The National Preservers Association
feels that experience, not only in its own industry but in the food industry in
general, has not been such as would justify the sweeping factory inspection
powers now sought which include within its scope power to demsand informa-
tion regarding products and personnel rightfully considered confidentislL

In view of the above policy, the NPA board of directors bas recently passed
the following resolution:

“Resolved, That the National Preservers Association oppose any proposed
amendment to the Federal Food, Drug and Cosmetic Act wbich would extend
the factory iospection powers under the act beyond the powers as presently
provided in the factory inspection provisions and the food additives amendment,
of the Federal Food, Drug and Cosmetic Act; and that the officers and staff are
authorized to do everything deemed reasonably necessary, in their judgment,
to oppose any legislation which would expand this power and, to this end, co-
operate and coordinate its actions with other affected industry groups”

We, therefore, wish to place ourselves ¢on record with your committee, urging
that sections 201 and 202 be deleted from H.R. 11581 prior to submission of this
bill fo the House of Representatives for a vote.

Thenk you for vour kind attention to this matter. We rball be happy to
provide additional information in support of the above points if you so desire.

Sincerely,
J. M. MaJog, Jr., President.

Vineraxp, N.J., May 31, 1962.
Hobn. Orex Harsys,
Chairman, House Committee on Interstate and Foreign Commerce,
Housc of Representatives, Washington, D.C.
MY DrEAR CoxGRESSMAN HARRIS: May 1 express my opposition to the enact
ment of H.R. 11561 in {ts pregent form, now before the House Committee on Inter
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the Federal Food, Drug, and Cosmetic Act unreasonable and excessively broad
powers to inspect factories. These powers are clearly unrelated to, and go far
beyond, those purposes of the act aimed at preventing adulteration and mis-
branding in the manufactare of food.

The food and drug industries differ. They have different problems and cbar-
acteristics. Legislation intended for the drug industry cannot be applied auto-
maticaily to the food industry.

May I strongly urge you to oppose the application of the factory inspection pro-
visions of H.R. 11581 to the food industry. I suggest that this can best be ac-
complished at this time by supporting a severance of the factory inspection pro-
visions of the act so that the food and drug industries will be treated separately .
and in accordance with their own distinctive problems.

Very truly yours,
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state and Foreign Commerce. The bill would be more acceptable if certain rea-
{ sonable changes were made in 1t.
The bill appears to derive from certain facts disclosed during investigation of
the drug industry by Senator Kefauver's Antitrust Subcommittee. The food
industry was not involved in that Investigation. The bill gives inspectors under

FraNCI8 V. ANDERSOX.

StaTEMENT OF HELENE CURTIS INDUSTRIES, INC., REGARDING H.R. 11582,
THE CosMETIC CONTROL ACT

This statement is submitted by Helene Curtis Industries, Inc., in opposition
to H.R. 11582,

Helene Curtis Industries, Inc,, is one of the largest toiletries manufacturers in
the United States and the leading U.S. company in the hair care field. The pro-
visions of H.R. 11582 will vitally affect the operations of Helene Curtis and for
this reason this statement of opposition is respectfully submitted to the Commit-
tee on Interstate and Foreign Commerce.

Helene Curtis objects to the propo<ed bill on two general grounds. The pro-
posed changes are unnece<sary for the welfare of the country and the pro-
posed changes are unnecessarily economically burdensome to the companies con-
cerned.

The great majority of toiletries and cosmetics sold within the United States .
are marketed by companies of the size, stability, and responsibility of Helene :
Curtis. These are eompanies that have shown over a period of many Yyears
that their products are tested carefullyr for safety and efficacy. The control
procedures of thewe companies have Leen carefully and systematically set ap
to insure the sifety of the public in its use of the<e products. Millions of dol-
lars are spegt each yvear by these companies that assume a moral responsibility !
that far transcends« the legal responsihilities imposed on them.

The record of <afety and ¢are in this industry is one of which the industry
can be proud. This i< all the more impre<sive when it is concidered that mil-
lions, perhaps billions, of these products have been sold and are in use at the
pre<ent time The sporadic in<tance of a product reaching the market that is
not safe j= @ rare exception to this statement It is certainly not normal or
customary  Unfortunately the had product will receive all of the publicity and
the millions of cafe u<e< are forgaten.

We respectfully submit that the occasional bad product that may reach the
public can, fir<t, be adequately controlled under the present law and, second,
doe< not justify the greatly increaced expense of operation that the pew bill
would pluce upan manufacturers.

Since s0 much will depend upon the requlations and rulings that will be {ssued '
under the propa<ed bill, we cannnt know for fure exactly how the proposed proce-
dure< will aperate. We can onlvy as<ume that the procedures will be roughly
compiarahle ta thnse adopted for the introduction of 8 drug under the present law.
Experience has chown that the obtaining of a new drug approval constitutes a '
major expen<e and a miajor undertaking of the company seeking such approval. i
We can assume that sulstantially the <ate will be true with respect to obtaining
approtval of a new cosmetic. A< previouddy indicated, we bLelieve that present i
te<ting hy the companies in the toiletries field s carefunl and complete. To add ¢
to the prohlems inherent in the introduction of a new product tho<e require-
ments that a Government agency would con<ider to be required is unnecessary.

The law ac< it now stands gives adequate remedies and power to protect the public
whenever and wherever this {s required.

- —————
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In addition to what has been stated above, the proposed amendment revoking
the exemptien of coal tar colors deverres & statement to itself. This one arpect
of the Lill will probably ruin an estire regment of the beauty industry. Almoet
the entire bair-coloring fleld utilizes coal tar colors which bave had special
dispeusation under the present law, which dispensation has been amply justified
over the years. If this is revoked, all of this business will be done away with,
at a loss of millions of dollars to the manufacturers and at the cost of depriving
those wumen of the world who desire to color their bair of the vpportunity to do
Bo. Again, this proposed revocation is being set fortb in the face of & record
showing sucressful and safe use of these coal tar colors over millions of applica-
tions and over many years. The revocation of the exemption for coal tar volors
is unnecersary and nncalled for at this time.

For the reasons set forth in this statemnent, we respectfully submit that HR.
11382 should not be favorably reported out of this committee.

STATEMEXT oF Evwaxn J. MasTters ox BeERaLr oF HeELExa Rusixerms, Ixc,
Re H.R. 11582

I am Edward J. Masters, director of produect research and development of
Helena Rubinstein, Inc. I have been employed in that capacity since 1948. This
company, or its predecessor in interest. has been engaged in the manufacture,
distribution. and sitle of co~metic= and related products in the United States for
ahnos<t 50 years. I hold a B.S. degree and a M. Ch. E. (chemical engineering)
degree frowm the City Colleze of the City of New York and a Ph. D. degree from
Columbia Universi(y in the field of organic chewmistry. Prior to joipning the
Rubinstein organizatiop I was a research chemist and factory manager with
Evans Associates, cosmetic manufacturers and consultants.

Asx director of product re<earch and development of Helena Rubinstein, Inc.,
I am responsible for the techvical develupwent of each and every product.

This statement is limited to proposed title I of HR. 11582 concerning the pre-
marketing clearance of cocietics for safety. Since I am not & lawyer, I am not
in a position to suggest specific modifications to the sections proposed under this
title. We understand that the Toilet Goods Association will appear and recom-
wend specific modifications to clarify and jloprove certain provisions of H.R.
11582, My submission inpvolves its provisions from a technical and scenitific point
of view, with specific background data covering the practices and procedures of
the company with resjxet to the premarketing testing of its products and the
safety record over the past 8§ vears of products distributed by Helena Rubinstein,
Inc. I trust that these backzronnd daia will be of some value to the committee.

At the outset, I should like to make it clear that Helena Rubinstein, Inc, is
fn favor of appropriate pretesting of cocmetics prior to their release to the con-
sumer. We consider such pretesting not only our moral responsibility, but also
a practical business necessity. At the present time the provisions of the Food,
Drug. and Cosmetic Act define cosmetics as articles which are intended to be
applied to the human bady for cleasing, beautifyring, promoting attractiveness,
or altering the appearance. Any cosmetic product which is intended to affect
the structure or function of the skin is considered a drug. Thus some prepara-
tions, having a duality of function, may be both drugs and cosmetics. Deodor-
apvts and bleach creams, for example, bave been and are classified both as drugs
and cosmetics, or in our terminologr, “cosmetic drugs.” These cosmetic
drugs, designed for a phrsiological effect upon the skin of the person using
them, are subject to all the drug provisions of the present law, including the
provisions relative to mew drugs. Helena Rubinstein, Inc., distributes both
coswetics and cosmetic drugs.

We, at Helena Rubinstein, Ine., have no objection to premarketing testing of
new cosmetics provided that a new cosmetic can be defined in wnderstandable
lapguage and provided, furtber, that faid testing does not impose a completely
unnecessary an unwarranted burden upon the co~metic manufacturer. However,
in reviewing the definition of a new cormetic under proposed section 605(a), X
have fouud it to be g0 vazue and indefinite thut I cannot interpret practically
what 8 and what is not "new.” 1In fact I cannot determine whether our old
products would he {n the category of preducts used for “‘a material extent or for
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a material time.” Section 605(a) (2) would appear to require the filing of a new
cosmetic application (the equivalent of that required for a new drug) if a
manufacturer wished to incorporate any supplemental ingredient, even though:
such Ingredlent is fully recognized as safe but is merely new to the existing time-
tested formula. And even a minor improvement of an existing formula wounld
subject the product to the new cosmetic sectious of the act. Last year, for ex-
ample, our product line alone was subjected to 140 minor or major changes—any
or all of which might subject these products te the proposed new cosmetic pro-
visions. Every modification of such pature might entafl the filing of a complete
new cosmetic application involving not only a substantial expenditure of time
and money, but also the compounded administrative work of those who must
process these applications. We have found that the processing of a new drug
application covering our cosmetic drug products eosts a minimum of $25,000 -
and 3 years in time. ’ .

I should also like to cosmnment concerning section 605(d) (2), the section deal-
ing with the presumptive carcinogenic potential of cosmetics. For instance, the
use of the phrase “apy reasouably forseeable use” is vague and capable of varied
interpretation. The phrase in section 603(d)(2)(B) “or after other relevant
exposure of man or animal to such cosmetic™ opens the door to the imposition of
requirements which are utterly unrelated to the prospective use of the cosmetic.
It is known that persistent and chronic irritation from any source can produce
cancer after a long period of insult. Pure water itself has been reported to have
produced cancer after repeated injection into the skins of susceptible animala.
And one capnot consider water a carcinogenic agent. Therefore the protocol
for testing a cosmetic intended for topical application for potential carcino-
genicity should be limited to topical application in a dosage range appropriate to
the intended use of the product.

Apart from these comments, this committee may be interested in the pro-
cedures employed by Helena Rubinstein, Inc., in the testing of its products. A
typical evaluation of a2 new product may involve testing for basic toricity, pri-
mary irritation and sedsitivity. In the pormal order of testing. the basic toxicity
and the primary irritation characteristics are first established. Allergic sensi-
tivity tests on human beings then follow along with use tests. The company
maintains animal facilities and a histological and histochewical laboratory to
perform both safety and other studies. Basis toxicity and primary irritation. i
tests are run on animals of different species (mice, rats, guinea pigs, rabbits).

It the product is to be used in the vicinity of the eyre (shawnpoos. ere cosruetics),
then a test is run on rabbits (Draize rabbit eve test) to establish whether any
injury occurs on instillation into the eve. If all the alwve tests indicate the
product is satisfactory, then patch tests are run on a panel of buman beings by
our consultant dermatologist to establish whether the product is a sensitizer.
Physicians then run clinical use tests to establish furthber its safety and accepta- :
bility. 3

If the new ingredient or product falls in the category of a new drug. all the
safety test data along with formula, labeling, control, and manufacturing pro-
cedures are submitted in the form of 2 new drug application to the Federal Food
and Drug Administration. A number of products in our line fall jnto this cate-
gory.

In December 1939, at a symposium on cosmetic allergy presented before the
Section on Allergy of the Medicitl Society of the County of Kings and the Acad-
emy of Medicine of Brooklyn, rubsequently published in the New York State-
Journal of Medicine, volume 60, No. 12, June 15, 1960, a copy of which {s apnexed
hereto! 1 discussed allergies to cosmetic products. Ip this paper, I incorporated
8 suuimary covering “a major cosmetic company’s experience on complaints of
reactions to its products™ during the period from July 1, 1974, to Aucust 31, 1954,
i The major cosmetic company to which I referred was Helena Rubinstein. Inc.

The following tabulation sets forth our cumulative experience for the period-
X July 1, 1974, tbrough April 30, 1962. Here, too. the nuinber of reactious given
: include all complaints of salleged adverse reactions to the use of & specific-
i product.

1 The symposium may be found fn the files of the committee.
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Reactions coampared with uni: sales for period July 1, 1954-Apr. 30, 1962
Categories Reactions Units sold Resctions
DPer 1,000,000

1. Depilatorbes. _.____ .. ... . ... ... 164 4,659, 338 39
2. Spectal cleaners_ ___, a 4,743, 262 17.2
3. Permanent wave Jotons_ 18 1,132,078 18.4
4. Permanent hair rinses 75 7,932,423 o5
43 5, 050, 983 88
0 5,016, 72 80
B 16, 502, 396 &1
) 18,10, 573 80
. Creams__ _ 2 6,015 718 47
10. Bun tan jotions and olls. 3 732,102 43
11. Deodorants. _.____ 17 &, 550, 995 80
12. Hair dyes. _. 10 3,554,047 28
13. Hadrnoses_ ... ... . " 13 4, BY8, 857 27
14, Miscellaneous hair treatment prodocts i 7. 470,088 28
13 Shampoos... ... _ ... 35 17, 454, 740 20
16. Makeup_. .. ... 2 14, 419, 401 1.5
12. Fuaoce and body powder. [ 11, 555, 393 .8
18. Coloznes and perfumes._ 8 21, 890, .4
19. Lipsticks_.__ 5 10, 654, 145 .8

20. Nadpolish . ________ Tl T [1] 681,177 0
Totad. .o e e 763 | 177,057,397 43

r):gn ~~A total of 763 resctions in 177,057,397 units sold Is good testirony to the general gafety of cosmetio
products.

STATEMENT oF Miss BETTE JACKSON ON BEHALY OF COSMETIC CABEER
WoMEN, IXxc, oN H.R. 11582

My name is Bette Jackson. I am product publicity manager of Shulton, Inc,
manufacturers of cosmetics, a large part of whose business {8 in products for
men. I am here representing Cosmetic Career Womnien, Inc, an organization
of executive women engaged in the cosmetic and toilet preparations industry,
with a membership of approximately 200,

We requested an appearance before your honorable committee because we
believe that H R. 11582 is poorly calculated to accomplish its ostensible purpose ;
pamels, to protect the men and women of this country from barmful products.
The fact of the matter is, we are by po means convinced that the perfumes, cos-
metics, and other toilet preparations sold by the manufacturers in this country
bhave any capacity for harm to anrome other than to perbaps some person
who is allergic. Even for the allergic person, the possibility of barm from
strawberries, shellfich, and many otber common and familiar products, is far
greater than it is from cosmetics.

Our organization Dbelieves in safe products and it has no objection to the
principle of this bill which is ostensibly designed to require really new products
to be tested before they are sold, but we are convinced that the methods at-
tempted by the drafters of this proposed legislation show less sign of consumer
Lrotection than an effort to place unduly restrictive controls, far stronger thanp
those in effect on foods and drugs, on an entire industry, which contributes
greatly to the American economy, which employs many thousands of people
and which pays retail excise taxes to the Government anpually of nearly $150
rwillion, in addition to the other taxes which any prosperous American industry
pars.

We are particularly interested in this measure hecause women are the prin-
cipal users of the products of the industry and the principal buvers, even of
those products which are used by the male population. We know from per-
sonal experience that the use of cosmeties and other toilet preparations con-
tributes not onl¥ to health, to cleanliness, to our appearance but also greatly to
our morale. The morale factor is very important. We would point out, for ex-
ample, that during World War 11, the British Government believed it couid
abolish the manufacture of co<metics in Enziand and took steps to do so. The
result was an immediate and sharp decline in the morale of the many patriotic
and brave women working in the war plants. They felt they did not look
right and secordingly, did not feel right about their jobs. about their positions .
in rociety or asbout their Government. Further than that, during the very short
time before the British Government found its mistake, a black market in cos
metics made {n garages, ftables, apartments, and other places, mennced the
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weifare of the woinen of that country. Also. among our own members, there
are women who are sent out by their companies to lecture to inmates of prisons
and patients in mental hospitals on the morale-boosting effects of cosmetics,
and Cosmetic Career Women annually contributes money to assist in good-
grooming classes for blind women in New York City.

Insofar as the proposed legislation which we are discussing i8 concerned,
undoubtedly it wouid deprive women of certain products which they are accus-
tomed to use and which we believe they have every right to use. For example,
hair-coloring materials which now account for about $£100 million at retafl
annually and for some 310 miilion in exci<e taxes to the Treasury, would no
Jonger be available to those who desire them. We know, of course, that some
people dg .not like women to color their hair but we also know that a large
and growing percentage of American women desire to do so and we can see
nothing wrong with the custom if women want to indulge in it. Incidentally,

r many women undeubtedly need to indulge in hair coloring to save their jobs
and perhaps even to bold their husbands.

In addition, we resent any legislation in the United States which places the

' control of any industry, and particularly our industry, at the whim of a govern-
mental department which could act under this proposed legislation in a com-
pletely arbitrary manner, and deprive us of products which we desire, and pre-
vent a manufacturer from manufacturing the products which he desires to make.
This, gentlemen, we feel to be an open end bill, giving to the Secretary of Health,
Education, and Welfare and accordingly, to the Food and Drug Administration
complete authority over every product we make. Tlhe sections of the bill
designed to bring about the testing of what the bill calls new cosmetics, and the
definition of “new cosmetic” in the measure are so jmperfect, that if the
Secretary desired, and we can foresee that at some time he could so desire, he
could stop the sale of cold cream, invented by Galen, the Greek physician, about
200 A D., nearly 1,800 years ago, if he should find in his wisdom that the product
had not been found to be safe and he could require that manufacturers using
| the Galen formula (and many manufacturers are using somewhat the same
‘ formula today), spend many thousands of dollars proving something to be safe
that had been in use for 1.%00 years by millions of women without any history
g of damage This, we respectfully submit, is far too much authority to give to
t any bureaucrat.
! One of the leaders in our industry some years ago, in a magazine interview,
! stated “This industry is one of ideas and ingenuity and what we are really sell-
! ing is hepe.” This may seem at first glance to be a slur against the industry, but
we submit that if the women of this country should lose the opportunity of con-
tinuing to look young and beautiful to their menfolk, we would be in a sad state
indeed Further than that, the industry has over the years realized that hope
ta which I previously referred. The products of the industry bave brought
beauty, health, and a sense of well-being to practically every woman in the
| country and to a great many wmen as well, who have found that the use of such
; things as deodorants, aftershave lotion, and similar products have made it easier
for them to face the world when they go out to their places of business each
i niorning  Not only has the hope been realized, but the completely indefensible
: claims of damage to the public from the use of these so-called untested products
{ do not agree with the facts which every careful competitive manufacturer de-
[ velops from day to day. The number of claims of harm caused by cosmetics are
‘ so trifling as to be negligible. In fact, we are advised that in the nearly 25 years
since the enactment of the Food, Drug, and Cosmetic Act, slightly over 200 cases
have been brought by the Food and Drug Administration against cosmetic prod-
ucts were other industries covered hy the ssine law bave been cited far more
often.
} We realize that it {s the tendency of Goavernment bureaus to seek more and
i
U

more authority—that is history. This measure, if it should unfortunately be
passed, would place a tremendous burden upon the industry. It would do
nothing but increase materially the price of safe cosmetics to every American
woman. It would do nothing but discourage those ideas and that ingenuity to
which I have already referred because the small fellow with a bright idea for a
new cosmetic could never get into husiness under this measure but would have
to do, hat in haund. to a big manufacturer. haping to sell the idea for a few
dollars and a job. We do not helieve that this committee nor the Congress {teelf
desires to jeopardize the small businessinan or the ingenuity and ideas which
have made the indurtrial picture of America so great.
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Others are more competent than we to discuss the technical aspects of this
bill and we shall leave that to them, but we urge that this committee send the
measure back to its drafters in the Food and Drug Administration and in the
Department of Health, Education, and Welfare with the suggestion that they
draft a more perfect measure to accomplish a laudable principle and that, since
this is such a tremendous job, every phase of it be discussed with induostry before .
another bill is hrought before your committee next year. .

Thank you for allowing me to appear.

STATEMENT FoR CoNsUMERS’ REsrarcH, Ixc, Y F. J. SCHLINK, PRESIDENT AND
TecHNicaL Direcror, Concerning H.R. 11582, SecTion 302

This amendment, which would relax present anticancer clauses with respect
to feed for animals, Is objectionable, and dangerous in mény respects.

The feeding to food animals of substances which are known to be cancer-caus-
ing is 50 obviously a risky business that it should not be tolerated at all except
perhaps for the most compelling reasons, sych as imminent famine or the emer-
gency of puclear warfare. The proposed legislation, however, opens the flood-
gates without any regard to the needs for the proposed additives.

Subsection 302(b) goes to the absurd lepgth of permitting potentially danger-
ous food components to be used for no other purpose than to impart color to
feeds for animals. Are we to increase our possible exposure to cancer, by any
upknown amoust, even if small, in order that cattle and swine feeds can be made
in attractive hues, for appearance, or to distinguish one type of feed from an-
other, for farmers' and feed dealers convenience? .

If the section were adopted, animals raised for food production would be
given less protection against carcinogenic materials than would all other animals
fed by man, such as beasts of burden, domestic pets, and the denizens of zoos.

A “finding” by the Secretary that certain conditions of use and feeding are
“reasonably certain to be followed in practice” will be no protection to the
thousands, ultimately millions, of consumers who will eat the flesh and drink
the milk of those animals which represent the unavoidable deviations from the
“reasonably certain” feeding procedures. .

Under this section's provisions, the health of every consumer will depend on
the willingness and ability of countless farmers and farmhands to read, under-
stand, and carry out complicated, precise directions for mixing feeds and distri-
buting them to animals. There are no literacy tests for farmworkers, and it is
traditional that directions are not read and followed even by people who read
well.

The language of the bill calls for the Secretary to find “(ii) that no residue
of the additive will be found * * * ip any edible portion of such animals after
slaughter or in any food yielded by ar derived from the living animal” How-
ever. po provision i1s made for dealing with the situation if such residues are’
found despite the Secretars’s “finding™” tbat they will pot be. A variation is
conditions of feeding, climate, or animal health could readily {nvalidate findinge
made under the necessarily used laboratory conditions.

Furthermore, the conditions under which the Secretary’s findings as to absence
of residues are to be made are not clearly stated. Perhaps unintentionally, the
proposed amendment is worded so that the phrase, “‘under the conditions of use
and feeding specified in proposed labeling and reasonably certain to be followed
in practice” (p. 26, lines 20-22) does not apply to clause (il) beginning on line
24. {[There is analogous wording in subsection (b).] The net result of this
wording is that the Secretary must determine in advance that no residue will be
found, without any statement of the copditions of use or feeding under which
such finding is to be made. This Is not a valld requirement, since no finding
could ever be reached that the edible animal products will pever contain s
residue of a carcinogenic substance.

Howerer, the most important objections to section 302 are (a) that it doés
not provide for a showing of compelling need before use of an additive which has
been shown to be carcinogenic, (b) that it permits use of carcinogenfc color
additives for which surely there has not been and never is a compelling need
in animal feed, and (c¢) that it makes no provision for dealing with the situation
in which a residue {s detected in buman food despite a prior finding that it wounld
not be.

We belleve that section 302 {n {ts entirety should be deleted from H.R. 11582, ~
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STATEMERT ror CoNsUMERS’ RESEARCH, INC, BY F. J. SCRLINK, PRESIDENT AND
TeCcENICAL DiIrec10R, CorcCERNING H.R. 11582, Section 303

We are in agreement with the general intent beginning of this gection, up to
line 16, page 28. We are concerned, however, about the fmnplications of the
phrase, “if such prior sanction or approval had been made public” (lines 16-17)
and we are disturbed t(hat the amendment appears to provide a special method
of treatment for prior sanctions or approvals which were not made public.

We believe that all sanctions or approvals should be publicly granted or not
granted at all, that all such 2actions as have been taken secretly in the past should
be required to be made public now, or else should Le rescinded and have no tur-
ther force and effect, and that any future actions with respect to prior sanctions
or approvals (for example, as provided in the proposed amendment under dis-
cussion) should be taken oply with full public notice and -opportunity for in-

s terested persons to be beard, regardless of whether any earlier related action
: was public or eecret.

TesTIMONY OF Mz JoBN F. Maio ox H.R. 11582

*

!

|

1 My name is John F. Malo. I reside at 2455 South Jackson Street, Denver, Colo.

l I am vice president and ome of the owners of lnterwountain Elevator Co. at

{ Denver, longmont, and Hudson, Colo., which company manufactures cattle
feed supplements for sale in large bulk quantities to cattle feeders. The cattle
feeding business is a major industry in this country, and cattle feeding is a
bighly developed science, being particularly fmportant to the economy of the
State of Colorado.

Que of the developments has been the Increasing use of antibiotics, vitamins,
minerals, diethylstilbestrol and other ingredients designed to promote growth
and increase feed efliciency.

) 1 am appearing here in support of the proposed section 302 of the Harris biIL
| The reason is that under the present law as interpreted by the Food and Drug
Adminpistration I cannot manufacture my feed supplements in an efficient way
and I do not receive equal treatment to that of some of my competitors. The
proposed section 302, which is spoosored by the Food and Drug Administration,
i and supported by the Presidént, will give to the FDA the authority needed to
Py bring about fair and equal treetment and to permit greater efficiency.
i Let me explain why. We use a substance called diethylstilbestrol (DES) in
§ our feed supplements to promote growth of the cattle. Prior to 1958 the FDA
bad issued bundreds of new drug applications or supplements permitting the
1 use of DES in a variety of formulas and in varring combinations with otber
| ingredients. We, fn fact, have several authorizations to use DES in our
formulas.
! I 1958, after the passage of the food additives amendment which Included
; the “Delaney clause,” the FDA refused to issue apy new supplements for the
i use of DES or to permit any amendments or supplements to existing authoriza-
| tions such as ours. They took this position, 1 understand, because apparently
{ DES was g carcinogen.

Howerver, based on all availahle data we have, and here the Food and Drug
Administration agrees, DES will nnot cause cancer in beef cattle, nar will any
harmful residues remain in the edible portion of the treated animal. g

Indeed, since the drug was not harmful te ecattle, the FDA permitied the
existing authorizations to remain in effect after 1958,

A bhasic unfairne<s has resalted. A newcomer cannot obtaln an authorization
to uce DES. FExicting holders of antharizations, such as onr company, are nat
permitted to amend or supplement their auntharization. We recently desired,
at the reqnes<t of one of our large customers, to comhine DES and aureomvein
into one cattle supnlement. a combination which Involved no dangers to health.
The FDA would not approve this change In our authorization. The sole net
resu't of the Administrator’s gction is simplv ta drive onr customers to onr
competitors wha he cheer chance hanmened to hold a prior irsned authorization
for the richt comhination. The cattle feeder desires, for reasans of economy
of time and monev, to have both Incredients §n the feed pellet. He doesn't
enre which supplier he u<es {f he i« able to obtain the desired comhination,
Thne all—and T wich to reneat—all the pre<ent law dnea i to dierriminate as
befween mannfacturers of thece feed snpplemente. There is ahrolutelv no ele-
ment of public health involved whatsoever. Cattle are still being fed DES in
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combination with other ingredients, and people are still eating the beef. But
some manufacturers are favored over others. This, I am sure, was not the
intended congressional purpose.

To point up the ridiculvuspness of the present ritvation. let me give you two
further illustrations. Thougbh we are not permitted to mix DES with new in-
gredients, the feeder bimself can. Thus, ¥ can furpish him a feed pellet with
DES in it; he can obtain rome other commponent and mix it together in his mixers.
It is more expensive for him; it is less efficient; it may even be less safe. But
he can do it and we can’t. I have attached to this testimony a letter I received
from one of my good customers, Mr. David C. Wilbelm, of Rocky Ford, Colo.,
pointing out how silly this seems to the cattle feeders and how they will simply
have to switch their purchases to another manufacturer. 1 am also attaching -
a letter from Kenneth Monfort, a large cattle feeder in Greeley, Colo., attesting to
the need to combine DES and other ingredients for maximum efficiency. I bhave
already lost business on this account and 1 expect to lose more unless this situa-
tion is remedied i medinately.

Another jllustration furtber highlights the need for change. We recently in-
stalled brandnew facilities at Longmont, Colo.,, brandnew equipment, subject
to careful controls, and we certainly are able to mapufacture these supplements
as safely, if not more safely than many of our competitors. Yet we are forbidden
to use these new, modern facilities. because some of cur existing authorizations
specify a different plant location, and we can’t even change the location.

Obviously our company is vitally concerned with the health of our Nation;
we don't desire to introduce into cattle feed any ingredient which may possibly
jeopardize the health of man or apimals. But DES used in the combinations we
propose caunot. in any way, be harnful or dangerous.

As I said befure, the proposed section 302, which is sponsored by the FDA,
will give the FDA the express authority to issne new drug applications or sup-
plements where it can be shown that the drug would do no harm to the animal,
and where, under prescribed conditions of use, 1o residue of the carcinogen re-
mains in the edible tissue of the treated animal. Ip short, where it can be shown
that the Leef wonld be absolutely safe for human consumption, then the Secre-
tars could issue the autbority. This would clearly cover our situation and is,
we believe, a sound and fair position. The emphasis will be again on safety to
the public, where it belongs, and not on favoritism as between competitors.

1 appreciate this opportunity to come before you and briefly describe what
bas bappened to os in Colorado, because I know our case is typlcal of other
feed mapufacturers. I am confident that as you hear these examples of how the
present law {s being applied, you will see the need for the proposed legislation.

WrereLM-MaxcN1 Feep Lors,
Rocky Ford, Colo., June 19, 1962.
Mr. Jor~ F. Mavro,
Vice President, Intermountain Elevator Co.,
Denver, Colo.

DearR M. Maro: You have manufactured our feed for our cattle feeding
operation now for 5 years, and we have always been satisfied with your treat-
ment of our demands. We finish approximately 20,000 cattle per year, sud 1
am sure the business is a benefit for you also.

However, we are now interested in having you Incorporate both stilbestrol
and either terramycin or aureomycin into our protein supplement. We are able
to buy the stilbestrol in our proteln now from you, but yon have told us that
we must buy our aureomyein in a product called Avrofac 40 and add that to our
feed ourselves. We realize we can do this, but this is most cost consuming
because of the costs of storage, mixing, and feeding. We would like you to
fncorporate this additive rather than us, and you say you are prohibited by law,
We don’t understand this nonsense. This seems unfair, unfounded, and with-
out reason. Whatever the reasoning is, however, we may be forced to switch
our protein purchases to anotber manufactorer, who has the license to mix the
above Ingredients, because, as I know you understand, we wust feed as effici-
ently as possible.

Please see if there is any way to remcdy this matter and inform us immedi-
ately.

Yours very truly,
Davio C. WiBELM, Monaging Pariner.
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Jurk 18, 1962,
Mr. JAck Mavro,
Intcrmoyuntain Elevator Co.,
Denver, Colo.

Drar Jack: This letter is in answer to our telephone dizcussion of today re-
garding your attempt to get set up fo supply us with our formula food supple-
ment. As you know, 1 believe it extremely silly that you cannot supply us with
the formula of feed thut we desire while your competitors in the area can and
do. 1 believe that in order to assure our ¢opetitive position in the livestock
production business, we must be able to take advantage of competitive bids on
our suppiementary fext mix. We can get these competitive bids only if it is
po~sible for etery competent feed supplier in the area to bid on our mix ac-
cording to our specitcations.

As you know, we feed and market about 70,000 heads of fed cattle per year.
Qur county is the largest single cattle feeding county in the couutry. A sizable

percentage of the choice and prime beef consumed both on the east coast and
the west coast coines from the feedlots in northern Colorado. We, at our feed
lot, and other cattle feeders in the area have tested different rations for years.
Calorade State University, along with other land-grant universities and colleges
have conducted far reaching and extensive testing of feeding rations and addi-
tives in order to make cattle feeding a truly immens<e and economical part of the
farming picture. 1 think it worth noting here that the cattle feeding industry
is a part of agriculture that is wholly <elf-sufficient and extremely healthy.
This has been accompished only by the u<e of all available technology in the
field. The cattle feeding industry not only is tremendousiy healthy, but, in fact,
is growing so rapidly that it is today showing signs of eventually being able
to devaour our presept burdeu<ome supply of feed grains. These facts are only {
presented to yvou as background material for the request that follows.

As you know, our tests as well as univer<ity tests have proven to us that we
should feed both stilbestrol and an antibiotic to our cattle on feed. I believe
the majority of the other feeders in the area need and want to do the same
thing At the present time there is only one mill with significant capacity
that 1= licen<ed to produce such a feed. To me, this is completely ridiculous
and auything that you can do to alleviate this <ituation will not only be ap-

r preciated. hut will be a service to our area and the cattle feeding industry
‘, throughout the country.
Sincerely,

Kex~NETH Mox¥ForT, Vice President.

STATEMENT OF TNE NATIONAL HAImRnnrsstrs & COS\VYETOLOGIETS ASSOCIATION IN
OrpostTiox T0 SECTION 103 OF H R. 11382 SUBMITTED BY ROBERT A. COLLIER

This statement is submitted by the National Hairdressers & Cosmetologists
Assocration, Ine. 1n opposition to section 103 of H.R. 11382, the Cosmetics and
Therapeutic Devices Amendments of 12, The association representis more than

65 000 beauty <alon owners and operators with a total employment of more than
150 000 trained and licen<ed cosmetologists.

Section HE3 of H.R. 11582 would repeal the <preclal exemptions of hair dryes
contained in the Federal Food, Drug, and Cosmetics Act. The effect of this
propo<ed repeal wonld be to subject the color additives used in hair dyes to the
hieting and certification requirements of section 706 of the act. :

Under present law. coal-tar dyves are not <ubject to the statutory provision
relating to cosmetics if the label bears the following legeud congpicnously dis-
plared thereon:

“Caution —This preduct contains ingredients which may cause fkin irritation
on certain individuals and a preliminary test sccording to accompaunring direc-
tions <hould first be made. This product must not be uced for dyeing the eye-
Inshes or exebhrows: to do <o may cause blindpess.”

The present statute al<o requires that the labe) bear adequate directions for
<uch preliminary testing.

Onlx coal-tar dres have proven effective in the manufacturing of hair dye
products The many vears of experience with the hair colorings currently in
u~e. especially those of the oxidation (. ,+, bave demonstrated the safety of using
these ¢olorings when applied by profes<ional cesmetologists. Moreover, the
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continued use of these products has increased our understanding of their effects
and bas in turn led to the use of purer ingredients compounded to more exact-
ing standards. . R

Any individual who reacts adversely to these hair colorings does so solely-
pecause of an individual allergy to the product. The perceuntage of the total
population whbo have aun allergic reaction to coal-tar bair colorings {8 now 8o
Jow that many otber products currently marketed show 2 higher incidence of
allergic respunse. The very small perceutage uf allergic reactions can easily be
prevented by the method which is prescribed by the statute—the application by
the cosmetologist of a siwople preliminary test.

It is, therefore, indeed difficult to understand what useful purpose this proposed
change in the law would serve. If this legislation were enacted, it would, of
course, have no effect on the increasing demand for hair dye products. It is a
well-known fact that the only effective bair colorings are made from coal tar.

Clearly, in view of the increasing public demand for bair dyes, and the lack of
any appreciable incidence of allergic reaction, coal-tar dyes will in any case con-
tinue to be used by the public. In the event effective hair colorings were banned
from lega) distribution, tben the great demand would, in all lkelihood, create
a “black market” to be filled by those who are unqualified to produce these color-
ings under anytbing resembling safe standards. If, as is more likely the case,
the Secretary of Health, Education, and Welfare were to certify some coal-tar
dyes under section 708, there would nevertheless remsain a percentage of users
who would have an allergic reaction to the dye. Some allergic reactions will
inevitably remain even though the product meets certification requirements.
It is highly doubtful whether this percentage will be any less than it is under
present conditions and under the present state of the law. However, those who
will remain allergic to the hair dye will not receive the benefits of the present
law which requires that the label contain directions for preliminary testing. By
eliminating tbis requirement, section 103 of this bill will serve to remove an
existing safeguard to the public health without substituting any workable or
effective alternative.

The public interest in effective and safe hair colorings is indeed great, and the
evidence shows that this interest is being served by professional cosmetologists
under the safeguards contained in the existing law. If a need exists for sub-
jecting coal-tar hair dyes to the scrutiny of the Food and Drug Administration,
such need is not based upon the experiences of patrons of professional cosmetolo-
gists.

Halr colorings serve a soclal, personal. and economic need. Individuals, es-
pecially females, seek to maintaip their youth. Of course, youthfulness cannot
be recaptured, but its appearance can be, and hair colorings help achieve and ful-
fill this desire. Women need to look young for social, as well as personsl, reasons.
To many, this appearance is mandatory {f they are to compete successfully in the
Job market, particularly when the tendency is to cast in the “junk pile” anvone
who is cver 40. Gray hair is one of the first outward indications of advancing
age: its concealment fulfills an economic need of many people. -

The near-perfect safety record which cosmetologists bave attained in the uge
of coal-tar hair dyes to serve these needs is the result of the proper application of
these products by trained experts. It can be assumed that the relatively few
adrerse reactions occur in the self-application of cosl-tar hair dyes by lnex-
perienced home users of these products. To enact legislation which will include
all coal-tar dres within its scope, regardless of whether self-applied or used under
an expert cosmetologist's supervision, is to penalize the professional cosmetologist
for a situation which he has not created and which occurs because his services
were pot solicited. Thus, if the exemption is to be repealed. there ig no Justifi-
cation for including the use of coal-tar balr dyes by professional cosmetologists
within the scope of the repeal. Unfortunately, gection 103 as presently written
does not make this vital distinction between home use and professional
application.

In view of the very doubtful benefits which this bill wonld provide. the economic
losses to hairdressers and beauty salon operators would be appreciable. Hair
coloring has become one of the most popular and most profitable aspects of the
cosmetologist’s business. Approximately 38 percent of the services rendered to
beauty salon patrons consists of hair coloring. Of those ntilizing these services,
70 percent are in the older and middle age classifications, and 58 percent are in
the middle and lower income brackets. The disrupting effect of the b}l upon
this source of revenue can egsily be imagined.
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The 500,000 cosmetologists in the United States are dependent upon the use
of coal-tar dyes for a significant part of thelr income, and they have used these
products with a remarkable degree of safety in coloring hair. To enact legisla-
tlon which may well prohibit their operations in this field on its present basis is
to injure an important segment of the American economy without any assurance
of corresponding benefits to the populace as a whole.

As recently as 1960, in the color additives amendment, Congress explicitly
exempted coal-tar hair dyes from the scope of that legislation. Thsat amend-
ment to the Food, Drug, and Cosmetic Act made extensive changes ip authorizing
the use of suitable color additives In accordance with regulations to be issued to
the Secretary of Health, Education, and Welfare. After an exhaustive stady
specifically directed to color additives the exemption for coal-tar hair dyes was
permitted to remain in the act. To now amend the law, through a bill designed
primarily to require a premarketing showing of the safety of cosmetics and the
safety of therapeutic devices, would be contrary to the interests of the public
and to the interests of the cosmetology industry.

In conclusion, the association contends that the present law s more than
adequately protecting the public health in the use of bhair dyes. Not only would
section 103 of H.R. 11582 cause unjustified substantial economic loss and hard-
ship to bairdressers and beauty salon operators, but it would also result in un-
necessary added expense in the operations of the Food and Drug Administration.
Most significantly, it would provide no assurance that the interests of the public
would be more effectively protected than under present law.

STATEMENT OF THE AMERICAN PAPER & PULP AS60CIATION, BY RoserT E. O'Cox NoR,
ExectTive Secretary, WitE Resrecr 1o H.R. 11382, THE COSMETICS AND
THERAPEUTIC DEVICES AMENDMENTS OF 1962

This statement is submitted to the House Committee on Interstate and Foreign
Commerce by tbe American Paper & Pulp Association, the overall national asso-
clation of the pulp aud paper industry, iu lieu of making a personal appearance
with respect to H.IR. 11582, the Cosmetics and Therajweutic Devices Amendments
of 1962.

Section 303 of the Cosmetics and Therapeutic Devices Amendments of 1962,
H.R 11382, which is now hefore the Committee on Interstate and Forelgn Com-
merce, would amrend the prior sanction clause of the food additives amendment.

The section provides that the exemption afforded in clause (4) of section
201(s) of the Federal Food, Drug. aud Coswetic Act shall be inapplicable if
thie Secretary finds that there is substantial doudt as to the safety of such sub-
stances. Except in (ases of imminent hazard to public health, the Secretary may
take such action ouly in conformity with section 4 of the Administrative Pro-
cedure Act if such prior sanctiou or approval bad been made public.

There was published in the Federal Register of March 1, 1960, a list of sub-
stances used in the manufacture of paper and paperboard for food packaging }
which are exempt from the law in accordance with prior éanctions or approvals !
granted prior to enactment of the food additives ainendment. )

All of these substances are of vital importance to the pulp and paper fndustry, .
and the status of any of them should not be changed without a public hearing to
determine whether substantial doubt as to safety exists. i

Under section 303 of H.R. 11342, the Secretary’s action, even though in con- .
formity with section 4 of the Adwministrative Procedure Act, would not afford an :
adversely affected person an opportunity for a public hearing on the issue of
whether substantial doubt ay to safety exists. Therefore, we request and urge .
that section 303 of the bill be ameuded to provide that in all cases within 30 days
after the Secretary’s notice of proposed action, any person adversely affected may
file objectione thereto und request and receive a public heuaring thereon. In the
event that the Secretary finds that there Is an jtominent hazard to public health,

a public hearing shall be held within 30 days after such determipation.

Our recommendation may be accomplished by inserting at line 21, page 28 (sec.
303), of I1.LR. 11582, before the period. a comma and the following: “Provided
Jurther, That, witbin thirty days after notice of such proposed action, or, when
the Secretary finds that there 1s an imminent hazard to public bealth, within
thirty days after such determmination. any person adversely affected by such pro-
posed actlon or actions may flle objections thertto and request and receive a
publlc hearing on such objections us provided in subsection (f) of section 409

J T o
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of the Act with respect to food additive regulations and the right of jodicial re-
view as provided by subsection (g) of section 409 of this Act with respect to food
additive regunlations.”

AFFIDAVIT SUBMITIED BY NoBMAKN M. FROIKIN, ASSISTANT SECErTARY OF
GLo-R~z, INC.
8raTE OF OH10,
County of 3 onigomery, sas

Norman M. Froikin, being first duly sworn according to law deposes and
states—

That he is an assistant secretary of Glo-Rnz, Inc, an Ohlo corporation; and

That said corporation is engaged in the manufacture and distribution of bair
<oloring products; and

That Glo-Rnz hair coloring products have been manufactured, marketed, and
distributed vationally in the United States of America for more than 30 years;
and

That during said period. many hundreds of millions of applicatione of Glo-Ros
hair coloring products have been sold and applied to buman hair in both pro-
fessional beauty shops and directly by the consumer in home applications; and

That to the knowledge of this affiant, there s not a single known instance of
serious damage or injury claimed or proved, attributable to the use of bair
coloring products manufactured and distributed by this firm; and

That in 1943, tbe Glo-Raz Distributing Co. caused its products to be tested
and studied by Smryth Laboratories, of Pbiladelphia, Pa., for the purpose of
determining the safety of its preducts for use and consumption on human halr;
and

That the method of te<ting employed in that study was that proposed by Dr.
Louis Schwartz. Director of the Division of Industrial Dermatoses of the U.8.
Public Henlth Service, and a8 copy of the Smyth Laboratories report is marked
“Exhibit A" attached bereto and made part hereof ; and

That following said testing and study, said Smyth Laboratories, by Dr. Her-
wanp A. Shelanski and Hepry Field Swyth, M.D.,, D.P.H, reported:

“In all of the subjects studied, not a single reaction was obtained on this
initial applicatiou with any of the test substances in either series. Therefore,
we may safely sax that the substance is not a primary irritant”

“The patches on second application were allowed to remain in contact with
the skin for a period of 48 hours, at the end of which time they were removed
and the skin reactions noted. Forty-eight hours Is deemed sufficient to bring
out a seuwsitization reaction if one has become sensitized. No reactions were
obtained on any of the subjects on the second application with any of the test
substances. Thus the substances do not appear to be sensitizing agents.

“Since no reactions were obtained on tbe first application of any of these sub-
stances, we say that these substances are not primary irritants, and since no
reactions were obtained on second application, it appears that the substances
are not sensitizers. From the above evidence, it is our belief that these prepa-
rations are neither sensitizing ogents nor primary irritants.”

That this company has maintained products bodily injury and property dam-
age insurance coverage for its products for many vears, and that to the knowl-
edge of this afSant, not a single substantial claim bas ever been paid in bebalf
of this company, to any individual as a result of a claim for serjous bodily
injury; and

That for the period approximating 3 years from April 7, 1959, to May 22,
1962, a total of $10 was pald for losses by the insurance carrier for bodily in-
Jury losses 8s & result of claims submitted, which obviously was a nuisance
claim, and reference is herewith made to the statement of Wallace E. Stauffer,
agent for Insurance Co. of North America, the products liabillty carrler, in
staternent marked “Exhibit B” attached hereto and made part hereof; and

That this company bas taken reasonable preliminary precautionary steps to
assure that its products are safe for their intended end use; and

That by virtue of the hundreds of millions of applications of hair coloring
consumed by humans of its products with complete safety, and by virtue fur-
ther of the studies and tests conducted by a responsible and recognized clinic and
laboratory under the direction of medical and pharmaceatical doctors, accord-
ing to methods proposed by outstanding autborities and, in particular, a former
Director of the Division of Ipdustrial Der -atoses of the U.8. Public Health
Service, this affant states and submite—
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: (a) That the hair coloring plgments and dyestuffs used in the manufac-
ture and sale of this company’s hair coloring products are reasonably safe
for use on human hair.

(b) That this company has acted in 8 reasonably prudent manner to in-
vestigate and establish the safety of its products, and has continuously ever
since conducted itself in a reasonable and prudent manner to maintain the
safety and effectiveness of its products. 1

Further affiant sayeth pot. !
NoeMAN M. FROIKIN,
Assistant Secretary of Glo-Rnz, Inc.
Sworn to and subscribed before be this 3d day of July 1962 by the aforesaid !
Norman M. Froikin.
[8EAL]
Lifetime notary commission.

STtaTEMENT 0F M. P1ER Co. BY C. P. Pro6sER ON H.R.11582

We would like to oppose, vehemently, H.R. 11582—the Cosmetics and Thera-
peutics Devices Amendments of 1962 with special emphasis on section 103 which
repeals the special hair dyes exemptions. Our reesons follow:

. Notary Pudblic.

A8 REGARDS THE BEAUTY BALON INDUSTRY

I

1. The Federal Food, Drug, and Cosmetic Act passed in 1938 provided that
hair dyes should be exempt provided such products were labeled in accordance
with section 601(a) requiring an appropriate patch test be applied before use '
of the product.

Once again, in 1955, the FDA confirmed the safety of hair dyes in a letter by
Food and Drug Commissioner Larrick to Jacob Reck dated June 3, 1955.

] Arpain, in 1960, Congress in the color additives amendments affirmed the
exemptions for hair dye products due to the pature of their application, use,
ﬁ aud labeling.

The entire hair dye industry, employing thousands of people and involving
‘ the investment of millions of dolars has been based on and has been operating
| under these exemptions in the law
| 2. Since 1938, due to the removal of fmpurities, hair dye products have {m-
| proved immeasurably. It is estimated that over 15 million women currently and
‘ safely use and are pleased with today’s halr dye products.

3. There are over 800,000 hairdressers currently employed in the Nation's
‘ beauty salons. It is estimated that between 3314 percent and 40 percent of their
1 receipts is derived from the application of todax’'s hair dyes. These hairdressers
will face unemployment or vastly reduced income if the balr dyes exemptions
| are repealed. Needless to say, the 15 million women currently using hair dres
| will also be highly displeased when deprived of hair coloring products.
‘ 4. Many companies such ag ours would be forced out of business if the hafr
drves exemptions are repealed with resulting unemplosment and loss of {nvested
capital. In addition, there would be greatly reduced income or failure for the
hundreds of beauty supply dealers which supply beauty shops, and lost or ap-
preciably reduced income for their employees.

5 There v ould obvionclxr he loss af publie purcha<ing power. and loss of taxes
to the Governnient if the hair drvec exemptione are repealed. A bootleg hair
dve husinece wauld in all likelihood develop promptiy with re<ultant danger to
ncers a< a result of inferior producte. This wauld be virtually fmpossible for
the Government to control.

A€ REGARDNE OUR OW X COMPAXY

1. Our major product i« T1Z— creme and eolor rin<e {approximately 85 per-
rent of our hu<iness). TIZ— is a temporary bair dre which does not change
the badic ealor of the hair but givec the bhair color casts. TIZ— has pever
been made from certified colore. (Exhauctive teste have proved we cannot
rive results satisfactorr to the concumer when certified colors are used.) We
will, therefore. be out of hucine<s if the hair dres exemptions are repealed.

2 In the intere<sts of prWlice «afety and for our own reputation we have made
it a practice to have Nr 7 and allergenicity teste performed on our products
Ly a hizhiv reputable lae  _arv—the Laboratory of Vitamin Technology {n
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Chicugo. Our products passed these tests or we would not have sold them.
We are confident all other reputable companies in our industry run similar tests.

3. Since 1951 we estiunate that over 230 million applications of our hair dre
have been given in beauty salons or at home. The attached letter from our in-
surance carrier will testify to the safety of our products, the premium rate re-
ductions our products have earned, and the minute number of comwplaints we
have received compared with the number of applications given.

4. Our company has outgrown three plants. At present, over 200 people are
directly dependent on the prosperity of our company for their support. As
stated previously, repeal of the hair dyes exemptions will result in their imme-
diate unemployment.

In conclusion, we started as the very smallest of small businesses. We are
still small Lusiness, but small business or large, we can't believe it is the inten-
tion of the Governnent to penalize a company, its employees or in a larger sense,
i major industry and 13 million =atistied vsers of today’s hair dves. This would
certainly be the case if the hair dyes exemptions are repealed.

CHicaco, Inx., June 11, 1962.
Mr. C. P. ProSsER,
M. Pier Co., Inc,
Pompano Beach, Fla.

Dear Me. Prossek: In accordance with your request we wigh to give you the
following Information.

The Continental Casunalty Co. has handled the insurance of M. Pier Inc. and ts
subsidiaries since 1951. We do not have audit figures of sales dating back that
far, but we do have a list of the total premiums that you have paid to date
which aggregate $30,890.96. Therefore, if your sales since 1958 aggregate
86,837,957 all you need to do is to take from your own records your sales down
to 1951 and add it to this figure. I imagine that they would be well in excess
of $9 million.

Since 1951 youn have reported a total of 39 complaints or claims. Thirty-four
of these cases have been settled for total payments of $2947.95. The majority
of the complaints were without foundation, they aggregate, if anything, only
nominal injuries and most of the payments made were in an effort to preserve
the business relationship between you, our assured, and your customer. None
of these clgims. in our opinion, could have been substantiated and certainly they
would not have occurred had your products been used in accordance with your
printed directions.

Since 1951 your premium rate has been reduced periodically to the point
that the present rate is $2.25 per $1,000 of your sales. In addition, we have
greatly increased the limits of linbility under your policy. Under your current
policy which expires July 26, 1962, there have been a total of five claims pre-
sented. Two ca<es have heen settled for a total payment of £55) and there are
three pending of doubtful value. We would classify practically all of those
paid as of the nuisapce variety.

I have no way of knowing how many millions of applications of your prod-
ucts have heen made. but perhaps you can determine this from your own sales
records. Hawerer, from the informatinn given above we can state that as far as
we are concerned, you bave an excellent record and this has been reflected in
the steady lowering of your rates.

It there is any additfonal information that I can give yrou, please advire.

Sincerely,
~ W. H. Aiwcrz.

NATIONAL AMERICAN COSMFETOLOGY SCHBOOLS, INC.,
Newark, N.J., July 5, 1962.
Hon OReN HARRis,
Chairman, Committee on Interatate and Foreign Commerce,
Houze of Representatives, Washington, D.C.

DEAR CHATRWAN: This statement of protert against H.R. 11582—apd particu-
Jariy section 3103 thereof-—is filed on behalf of the membership of thia national
association, embracing more than 750 private heauty culiure schoole located
throughont the United States. .

Individually ownedd. these private training schools represent an overall im-
vestment of many milliong of dollars. They employ thousands of ingtructors
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plus general office help and maintenance workers. They teach upward of 125,000
f students annually.

All of these schools and tbeir owners, every instructor, every clerical worker, s
every maintenance employee, and every student can be adversely affected by :
passage of this unnecessary and unwarrsnted measure. ;

This assoclation stands solidly In favor of legislation that benefits the entire
beauty cultore industry and is in the interest of the countless millions of women
who patronize the Nation's estimated 150,000 beauty salons.

But this legislation 1s neither in the interest of this industry nor in the inter-
est of women generally.

Tpstead, ite immediate effect would be economic disaster for the entire beauty
profession, since it would immediately deprive every salon of a service that now ¢
constitutes a major portion of its billion-dollar income.

Likewise manufacturers would be adversely affected, and their employees dis-
charged.

Approximately 500,000 beauty salon operators would suffer loss of income with
loss of employment by many. Owners of these salons would be faced with the
loss of millions of dollars of life's savings now tied up in beauty shop invest-
ments.

Asgide from the Indicated effect upon school owners and instructors, the 125,
000 students now in training in beauty schools would suddenly find that their
future in the beauty industry is in jeopardy and the huge sums invested {o tui-
tion would have greatly lessened value.

The ostensible purpose of this stanchly opposed measure supposedly is protec-
tion of the public. With due respect, we ask : “Protection against what?”

The Government siready provides protection against possibly ensaing el-
lergies in its present requirements for patch tests, and the record of haircolor-
ing to date show that such unfavorable reactions as may occar are infinitesimal
against the total services rendered and are due to occasional allergies.

Surely, the great efforts and the millions and millions of dollars spent In re-
search by the laboratories of our hair-coloring manufacturers have not been
devoted to building products whose qualities are inherently toxic. They have
been—and are—devoted to creating beanty with safety.

Removal of the special exemptions now accorded hair dves not only can
create economic chaos in this billion-dollar industry, but unemployment figures
and relief roles will be swelled to record highs—all without need.

We respectfully urge your committee to reject this measure, particularly sec-
tion 143. i

Very truly yours, ;
Bexepict V. GrIPALDY, President.

— s

GopeFrROY MaxUFACTURIRG CO.,
Kt. Louis, Moa., June 18, 1962.
Re. HR. 11582,
Hon. Orex 8. Harasrs,
Chairman. Committee on Interstate and Foreign Commerce,
Houste of Representatives, Washington, D.C.

Dear Str: We respectfully submit our objection to H.R. 11582, which is now
before vou and your committee. We address ourselves particularly to section
103. which remores the exemption for coal tar hair dyes.

This company has been manufacturing cosmetics gince 1882, and cosl tar
derivative bair dyes since 1894. Orver this span of years wany millions of
applications of our hair dres have been made, and only an infinitesimally small
number of persons have experienced allergic reactions, the result of the fajlure
of the user to follow the directions for patch testing. Iiair dyes have a favorable
ratio with thousande of ather products consumed by the American publfc.

Constant rerearch is being made by tbis firm, and many others, but to date
only the coal tar derivatives produce a satisfactory hair coloriog which meets '
the needs of the consuming public. These products have become an economic
pecessity for hundreds of thousands. 8s {t is estimated that 15 to 30 million men
and women regularly color their hafr.

Banning hair dyes from the legitimate market would have far-reaching dire
effect. The consuming public would be deprived of a satisfactory product; thon.
gands of beautr salons whose revenue from these rervices are vital to tbeir
ex{stence would suffer; and likewise, many thousands of persons engaged in the
manufacture and sale of these products would be without employment. Elimi-
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nating business amounting to $600 million or more can only further belp to
damage our already jittery economy.

This firm, which has been established since 1882, would be forced to close its
doors as over 95 percent of our business is, and has been the manufacture of coal
tar derivative hair dyes. Surely, this is not the time to enact extreme hardship
measures which experience proves are not warranted. We urge your favorable
consideration of continulng to protect the cousumer by the retention of the
present bair dye exemption, and thereby retaining the buying power of bundreds
of thousands now employed in the manufacture, sale and distribution of these
products.

Rex~pectfully submitted.

E. L. EMXE, General Manager.

D. E. WixesrenNER Co, INC.,
Hanover, Pa., May 31, 1962.
Hon. GEorce A. GOODLING,
House Office Building,
Washington, D.C.

Dear M. GoobLING : It has come to our attention that public hearings will be-
gin June 19, 1862, on H.R. 11581 (drug and factory inspection amendments) aad
on H.R. 11582 (pretesting of cosmetics).

‘We as food manufacturers are definitely opposed to these two amendments be-
cause such unlimited power is not only unnecessary but subject to possible misuse
by inexperienced Food and Drug Administration field inspectors. Mandatory in-
spection should not extend to the food field, to 2 manufacturer's processes and
formulas, to his complaint and personnel files, or to his private consulting labora-
tory. Exercise of such broad power endangers property rights and valuable
formulas and trade secrets, and may well operate to discourage industry from
keeping importaut research and guality control records. Therefore the enactment
of H.R. 11581 should be opposed by food manufacturers unless the bill is amended
by striking all of “Title 11—Clarification and Strengthening of Factory Inspection
Authority.”

H.R. 11581 proposes new factory inspection power which goes beyond anything
reasonably required for enforcement of the Federal Food, Drug and Cosmetic
Act. Section 704 of the act is first amended to cover a mapufacturer’s consu'ting
laboratory as well as his own establishments. Next, the bill amends section
704(a) (2) of the act to bring under factory iospection *“all things therein * * *
bearing on violations or potential violations of this Act.” Finally, section 302(a)
is amended to strike (f) thus enabling the FDA to force an entry by court order
if a factory manager refuses to permit inspection.

Considering the new language proposed for section 704(a)(2) there would
appear to be no limits that a food manufacturer can place upon the demands of an
inspector, even where the records and things called for seem irrelevant to the
statutory objective of preventing adulteration or misbrapding. Apparently an
inspector could cite this broad authority to require a manpufacturer’s disclosure
of consumer complaints, secret formulas and patents, personnel qualifications,
quality control and laboratory records, and office documents dealing with produc-
tion, packaging, labeling, advertising, marketing, pricing and financing. Any
doubt that the FDA would have an interest in financial and economic records
tends to disappear in the light of recent enforcement actions dealing with such
matters as “cents off promotional labeling and “economy rize" package
designations.

Less than 10 vears ago the food industry cooperated with the FDA v enacting
the compnlsory factory inspection amendment of 1953. At that time Congress
wa- quite firm about liwiting inspection powers to matters reasonally related
to the preventiou of vivlations. It rpecifically declared against “fshing expedi-
tions” de<igned to obtain evidence for legal prosecution and it confined inspec-
tions to matters of sanitation.

The food manufacturer must oppose excessive factory inspection, not because
be has something to hide, but because he has a right and duty to protect bis
private property in valuable formulas. trade secrets, etc., and also because con-
sequences detrimental to consumers may result from a policy of unrestricted
inspection. As regards secret formulas, et¢., a manufacturer obeerves that
inspections may be made not only by Federal agents but by commissioned State
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and municipal agents as well. He notes that these inspectors may leave gov-
ernment service to become employees of a competitor, and that it would he
difficult in any case to prove an unlawful breach of confidence, whether delib-
erate or inadrertent, with respect to trade secrets. As regards consuters, the
manufacturer seées & prospect of harm in the fact that unrestricted inspection
discourages the keeping of many records important for guality countrol and
research. Above all, the food manufacturer sees in this amendment a shift from
traditional FDA inspection practices to a system of search and seizore. And
be remembers that violation of the Federal Food, Drug and Cosmetc Act can
mean a personal criminal conviction even in the ahsence of guilty knowledge
or intent.

H.R. 11581 was drafted by the FDA as a result of the drug industry investiga-
tion conducted by Senator Kefauver's antitrust subcommittee, The bill princi-
t pally affects drug products, and it probably would never have involved food at
' all had there been geparate food and drug provisions for inspection as in the
case of the adulteration and misbranding sections. Drug manufacture differs
from food manufacture in many respects, and what is necessary for one may be
unwarranted in the case of the other. The desirable solution of this problem is
to revise H.R. 11581 so as Lo eliminate drug references from existing section
704(a) of the Federal Food, Drug and Cosmetic Act, and to enact a new section
704(b) which will specifically govern drug factory Inspection. The food industry
would have no reason to oppose enactment of o separate drug fnspection provislon,
especially if its form were sound and it invited the support of that industry.

Please excuse the length of this letter; however, we are very seriously con.
cetned about the outcome of this proposed amendment, and we ask that you
oppose It in behalf of all food manufacturers in your district as well as ourselves.

With kindest regards, we are,

Most sincerely,

WreT §. WINEBREX NER,
Vice President.

i STATEMENT OF NATIONAL COUNCIL OF FARMER COOPFRATIVES OK
H.R. 11581 a~xp H.R. 11582

The National Council of Farmer Cooperatives is a natlonal federation of 127
. farmer-owned and farmer-controlled cooperative marketing and purchasing as-
gociations, which are local, State, regional, and national in scope. Our affiliates
include 5,700 farmer cooperatives throughout the Nation serving 3 million
farmer memberships.

We wish to express our views on three particular subject areas contained in
H.R. 11581 and H.R. 11582. They are:

(1) Permitting an exemption for feed and color additives causlog no
harm to animals and leaving no residue in food produced for human con-
sumption as provided for in H.R. 1582 title ITI, sections 302 and 303.

(2} Broadening the Secretary’s powers of factory inspection as provided
for in H.R. 11581, title IT, section 201.

(3) Using H.R. 11581 and H.R. 11582 for the establishment of uniform
standards of quality and sanitation applicable to domestic and imported
products.

FEED ADDITIVES LEAVIKG XO RFEIDUE IN FOOD FOR NTUMAXKS

Approximately one-fourth of the national council members own and operate
feed manufacturing facilities producing animal feeds for the livestock, dalry,
and poultry industrier  According to the USDA Farmer Cooperative Service,
farmer cooperatives produce 24 percent of the total animal feed manufactured
In the United States.

With this brond membership interest in mind, the national council wirhes to
express its views on the use of feed and color additives in animal feed as atated
in H.R. 11582, title 11, sections 302 and 303. Section 302, ax it i= written, will
give authority to the Food and Drug Administration to grant an exemption for
the inclusion of food and color additiver in animal feed which are barmlecs to
the anlals and leave no residue in the product processed or prepared for
bhuman use. New permite for the inclusion of diethrlstilbesterol in animal feeds
have not been granted rince the passage of the Delaney amendment in 1938,
nor have intracompany transfer of permits from an outmoded plant to 8 new
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facility been granted. Enactment of this section will establish a sound proce-
dure whereby the FDA will permit animal feed mapufacturers again to use
additives trhich have been belpful in improving growtb, lowering feed conversion
rates, and enriching the appearance and value of thelr products produced for
the livestock, dairy, and poultry industries. Improvements in feed efficiency
and growth with the corresponding decreases in costs of production bave been
mostly passed on to the American consumer in the form of lower costs of animal
products.

We are opposed, however, to the unlimited discretiopary power given to the
Secretary in determining the ““zero residue” requirement. We urge that section
302 be furtber improved by amendment to take into account the best scientific
Judgment available.

At the 1960 annual meeting of the National Council of Farmer Cooperatives,
the delegates approved the following:

“* = » The council proposes that there be establizshed an impertial commission
to review applicable legislation now in effect with a report of its findings to the
President or the Congress. Such commission should also report and recommend
such administrative procedures as will give adequate protection to consumers,
but at the same time protect producers from intemperate, unreasonable, and
precipitate action by Government agencies which wounld result in serious loss
tothem * * *.”

In 1960, the President’s Science Advisory Committee made several significant
recommendasations, the standards and operating procedures of which, in our judg-
ment, shounld be incorporated in section 302 and 303. The Science Advisory
Committee, in 1960, stated:

“]. That the Secretary of Health, Education, and Welfare appoint 2 board
advisory to him to assist in the evaluation of scientific evidence on the basis of
which decisions bave to be made prohibiting or permitting the use of certain
possibly carcinogenic compounds.

“The advisory board should be composed of scientists from the National Cancer
Institute, the Food and Drug Administration, the U.S. Department of Agricul-
ture. and the scientists outside of Government from a panel pominated by the
National Academy of Sciences.

“It would be the function of the board to weigh evidence &nd to make recom-
mendations to the fecretary of the Department of Health, Education, and Wel-
fare ou the basis of available scientific data, both on applications for approval
of new food additives and in all cases where the withdrawal of a prior approval
or sapction is under consideration. The board would consider among other
matters:

“(a) Whether or not the tests for carcinogenicity are appropriate and
reasonable,

“(b) Whether the substance is or is not in reality carcinogenic as deter-
mined histopathologically or by other criteria,

“(¢) Whether addition of the substance to agricultural products would
result in a concentration of the substance above the natural background level
of such substance.

“(d) What assay techniques are appropriate to determine whether a
specific carcinogen is present in food,

“It wounld also be the function of this board to review from time to time its
recommendations sand to modify them in the light of new sclentific knowledge.
Further, the board would assume the responsibility of recommending to the
Secretary of Health, Education, and Welfare specific research problems to be
undertaken to provide necessary scientific data.

The national council supports the statement of the President’s Science Advisory
Committee 8nd recommwends that appropriate language be incorporated in sec-
tions 302 and 303 to take advantage of the competent efforts of the advisory
committee to establish sound procedures and srafegvards for the protection of
consumers and manufacturers using feed and color additives.

Incorporating the recommendations of the Science Advisory Committee into
sections 302 and 303 will broaden the scientific data available to the Secretary,
while at the same time, assure the user of the feed and color additives fair and
impartially imparted information for men and women of competent scientific
achievement.

It is scleptifically and politically unwise to seek tolerances for additives known
to induce cancer, nor do we make such a request. Howerver, it must be recog-
nized tbat there 18 serious controversy among scleptists on the methods and
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techniques employed in determining residues in various products. It is from
these wethods and technigues that many of the past decisions of the Food and
Drug Administration have been rendered, many of which, in our judgment, are
based on inconclusive or disputed scientific evidence. The President's Science
Advisory Comupittee in 1960 commented on this subject :

DEFINITION OF INDUCED CANCER IN ANIMALS

““The recommendation procedure for testing the possible carcinogenicity of a
chemical additive calls for its incorporation into the diet of several animal species,
at several dosage levels, and for the duration of the animal's life span where
feaslble. Like all biological assay methods, this procedure has more inherent
variables than do procedures involving pbysical and cbemical methods. Fur
ther, recognition of a carcinogen by the bioassay technique presents greater
difficulties of interpretation than are ususally encountered in assaying the effects
of other pharmacologically active substances. These difficulties of interpretation
are related to the identification of the twmor as a cancer, aud to the way in
which the experiment Is designed.

“The criteria for defining whether or not & ‘cancer’ has been induced in the
experimental animal are varied. They include the microscopic appearance of
the tumor (histopathology), its ability to metastasize, its transplantability to
other animals of the same species or inbred strain and its local invasiveness.
The most commonly employed criterion is the histopathological diagnosis. How-
ever, this depends on the judgment-of pathologists and diversity of opinion
' among them is not uncommon. A further difficulty emerges from the fact that t

not all tumors are cancers and that there is 8 d{fference of opinion regarding the
possible, subsequent malignancy of at least certain benign tumors.”
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able to find residues in food prepared for human use. Yet, in a short time, im-
provement of current techniques may enable scientists to find traces of residue. >
YWith the constant sdvancement in sclentific techniques, this is far more than
a remote possibility. 1f this occurs, the law would require the immediate can-
cellation of all permits even though no change occurred in the product. The
helpful aspects of sections 302 and 303 to the animal feed manufacturing in-
. dustry would then be negated.

'. AUTHORITY TO BROADEN HEALTH, EDUCATION AND WELFARE'S POWERS OF
FACTORY INSPECTION

Secretary of Health, Education, snd Welfare ubpnecessary and updesirable
powers to search the premises and records of the manufacturers, processors and
packers of food products for human use. The broad and sweeping language in
section 201 would grant inquisitorial powers since no need for the search and
inspection action has te be shown. It would authborize “fishing expeditions” for
violations.

{ The Secretary currently lLas the right to in<pect premires to determine sani-
’ tation practices and the adequacy of processing equipment, when it is known
i that a manufactarer or processor has placed an adulterated food product in
t the marketing channele  However, the amendinents offered in section 201 will
permit a “rearch” of records, including formulation procedures and data, person-
nel files, processing procedures and other private papers. Such “searches” cre-
ate grave danger of o “lenk™ of confidential information if employees of FDA
* Jeave for private indus~try assignments. The passing on of vital information to

i The national council believes H.R. 11581, title II, section 201 will give the

competitors might well cause {rreparable harm to the business income of the
manufacturer or processor of food products involved in ruch inspections. ¢
\We can readily under<tand, for the protection of the public, that when aduiter-
ated food products are found in the channels of distribution, the FDA should '
have the authority to investigate ranitation practices, raw materials and the
adequacy of processing equipment of the ruspected offenders. FDA hae much
authority in thia field now. Modest expansion of this authority to remove
adulterated food from marketing channels may be desirable to protect public
health.
Howerver, fection 201, {n our judgment, wonld grant authority far in excess
of that necessary to protect the consuming public. We are strongly opposed
1o this rection and recommend it be deleted from H.R. 11581 or FDA be re-

e -
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quired to show good and sufficient cause before search warrants for specific
iteus relevaut to protection of public health would be granted.

USE OF H.R. 11581 AND H.R. 11382 FOR ESTABILIGHING UNIFORM STANDARDS OF
QUALITY AND SBANITATION APPLICARLE TO DOMESTIC AND IMPORTED PRODUCTS

These bills and the authority they would grant the Department of Heelth,
Education, and Welfare should be directed toward the iwaintenance of com-
parable standards of quality and purity for imported as well as for domestic
food products. At the 1959 annual meeting of this organization delegates ap-
proved the following policy statement:

“Inspectivn of food imporis.—Food coming into the United States is not sub-
Ject to a Federal Food and Drug Administration inspection of their producing
premises aud is subject only to inspection of the finished product jtself. * * *

“We urge that Congress take uction to reguire the Food and Drug Administra-
tion to appiy comparable sanitary standards to all food products whether pro-
duced in the United States or in a foreign lapd.”

These bills strengthen the inspection authority of the FDA regunlations for
domestic production of foods, drugs, and cosmeties. This organization has many
wembers in the field of processing and marketing of food and fiber products.
They and other food manufacturers bave voluntarily established high standards
of quality and sanitation—at increased cost—to protect consumers and to raise
demand for their products. This action might incidentally place our manu-
fucturers at a competitive disadvautage if foreign plants should resort to the
shipment of substundard products, and inspection in consumer channels does
not disclose the use of comparable plant standards and raw material standards.
We recoguize that the canning and processing facilities and premises of foreign
food manufacturers are not available for inspection on the same basis ag are
U.S. food processing plapts. Even though comparable U.S. igspection is not
available, uniform standards applicable to the final product may enconrege
the governments of foreign countries to establish high sanitary standards for
raw materials and plant facilities in order to protect consumers as well as to
develop more equitable competitive standards in foreign and domestic commerce.

We belicve the establisbment of uniform sanitary stapdards is desirable, not
only from the standpoint of establishing a fair and equitable competitive climate
in the retail markets for food and fiber products, but to protect the consumer
against wide variations in quality and value of the products they purchase from
whatever source.

BUMMARY

We recommend the passage of sections 302 and 303 of title III of H.R. 11682
provided the Secretary of Health, Education, and Welfare be required to have
available and to take into account broad, scientific information and procedures
as recommended in tbe report of the President’s Science Advisory Committee.
Action taken contrary to the recommendation of such an advisory committee
should be reported to Copgress with justification therefor.

Further, H.R. 11581 and H.R. 11582 will strengthen the inspection authority of
the FDA regulations for domestic production of foods, drugs and cosmetics. This
orzanization has many meiubers in the field of processing and marketing of food
and hber products. They and other manufacturers have voluntarily established
high standards of quality and sanitation—at increased cost—to protect consomers
and to raise demsaund for their products. We believe the establishment of uniform
sunitary standards desirable not only from the 6tandpoint of establishing a fair
and eguitable ¢climate in the retail markets for food and fiber products, but to
protect the consumer against wide variations in guality and value of the products
they purchase from whatever source.

Rection 201, title 1I. H.R. 11581 will give the Secretary of Health, Education,
and Welfare unpecessary and undesirable powers to search the premises and
records of the manufacturers, processors and packers of food products for human

* use. The Secretary currently has the right to inspect the premises to determine

sanitation practices and the adequacy of processing equipment, when it is known
that a manufacturer or processor has placed an adulterated food product in the
marketing chanpels. We believe this is ample authority. Section 201, in our
judgment, would grant authority far in excess of the necessary to protect the
consuming public. We are strongly opposed to this section and recommend
that it be deleted from H.R. 11581 or the FDA be required to show good and
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sufficient cause before search warrants for gpecific ftems relevant to protection }
of public health would be granted.

NATIONAL COUNCIL OF FARMER COOPERATIVE POLICLES

Opportunity for trade—Various devices, such as quotas, licenses, seasonal
embargoes, bonus dollars, and many other restrictions, have become of even
greater significance in regulating and restricting international trade than tariffs,
As a consequence, in the presence of such highly restrictive measures, tariffs
assume subordinate importance as a bargaining instrument,

The expansion of exports apd international trade will come from incressed
economic strength in foreign countries, currency convertibility, the development
of the proper climate for capital investwents, particularly in the newly develop-
ing areas, aod the elimination of the many practices which hamper ratber than
encourage the exchange of commodities. We recommend these principles.

Inspection of food imports.—Food coming into the United States are not sub-
ject to a Federal Food and Drug Administration inspection of their producing
premises and are subject culy to inspection of the finished product itself.

American-produced food products are subject to an inspection of producing
premises and foods emanating from such premises can be seized if they are
produced “* * * under insanitary conditions where it may have become con-
taminated * * %"

We urge that Congress take action to require the Food and Drug Adminis-
tration to apply comparable sanitary standards to all food products whether
produced in the United States or in a foreign land.

In addition, the National Council of Farmer Cooperatives seeks specific con-
gressional action, during the 1959 session of Congress to require the Food and
Drug Administration to apply comparable sanitary standards to all food prod-
ucts whether produced in the United States or in a foreign land.

Food and Drug Act adminisiration of agricultural chemical rcgulation.—The
administrative procedures followed by the Department of Health, Education,
and Welfare with respect to laws governing the use of certain agricultural
chemicals used in the production or preservation of foods or feedstuffs said to
be harmful to consumers, have created deep concern among farmers of the
Nation.
| The health and well-heing of consumers of farn products is of paramount
f interest and concern to producers of those products. Yet conflicts in findings
of two Government agencies with responsibilities in this field give rise to-serious
question as to the value of legislative requirements of such rigid nature. Such
requirements are held by distinguished sclentists to be unreasonable.

The council proposes that there be established sn impartial commission to

I review applicable legislation now in effect with a report of its findings to the
‘ Precident or the Congress. Such commission £hould also report and recommend
i such administrative procedures as will give adequate protection to consumers,
i but at the same time protect producers from intemperate, unreasonable. and

precipitant action by Government agencies which would result in serious loss to

them.
% Such commic<ion should also make recommendations with respect to adequate

research on improved agricultural chemicals and methods of application and
| use which will safeguard consumers.
| In the interim we insist that the administration of the pore food and drug
laws governing use of agricultural chemicals used in the production or preserva-
tion of foods and feedstuffs be tempered with as much reason and concern for
farmers as for consumers. This would entall proper informatfon to farmers
as to proper methods of application, prior warning before commodities are con-
demned with ample time and opportunity to be heard and to take corrective
action before condemnation.

Evaxs ReseEarcH & Devevormext Corr.,
Xew York, N.Y., July 5, 1962.
Re H.R. 11581 and H.R. 115682.
Hon. Orex Hazrris,
Chairman, Committee an Interstate and Foreign Commerce,
Howuse of Representatives, Waskington, D.C.
Dear Me. Harrig: In accordance with your permission dated June 13, 1862,
we would lHke to make the following statement for the record.
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The proposals contained in the H.R. 11581 and H.R. 11582 which would allow
unlimited inspection of consulting laboratories seems to us entirely unnecessary
and constitutes a definite hazard to the rights of consulting laboratories, thelr
clients, and the Federal Government.

There are severa] different types of laboratories called consulting laborato-
ries; many of tbem do basic research for industrial clients and often Govern-
ment agencies as well. They also do product development in many different
areas for both industrial clients and the Government. In many cases the Gov-
ernment contracts involve confidential and secret research, Only qualified and
U.S.-cleared personnel asre allowed access to these records. It is obvious that
such agreements with the Government to meintajin proper safeguards against
the disclosure of records involved in such work would have to be maintained
and would be in direct conflict with the proposed legislation.

The very lifeblood of our American economy has been the development of
new products and the patent system which offers them protection. In many
cases a small variation in formulation or process is tbe difference between a
superior product, from a customer’s stapdpoint, and a Jess desirable one, even
though both would pass any inspection of raw materials, processing, ete.

In our opinion it would also be an unnecessary burden of expense to the labo-
ratories being inspected to bave to furnish the personnel to observe and explain
activities and furnish the necessary cooperation to make the information re-
quired avajlable,

1f any ipspection of consulting laboratories is granted to the Food and Drug
Adminfstration, it should be strictly limited to such control work as may be
carried on by the laboratory directly in counection with the actual manufactur-
ing process of products to be used by the public and should not relate in any
way to research and development of new and different products and methoda

We respectfully submit that the destruetion of private rights, which would be
occasfoned by this legislation, plus the burden of carrying out the activities,
far outweigh any possible minor valve to the common good which might be de-
rived.

Respectfully,
WoLiax E. Howraxo, Ph. D,
Vice President,

SALES AFFILIATES, INC,
New York, NY., July 11, 1962.

—_——

Re H.R. 11581 and H.R. 11582.
Hon. Orex Hageis,
Chairman, Commitice on Interstate and Foreign Commerce,

House of Reprosentatives, Wasghington, D.C.

Dear Sir: This organization ir & New York corporation with fts principa?
office located at 801 Second Avenue, New York, N.Y. We distribute our own
brands of professional permanent waves, hair colorings, cosmwetics, and similar
itewms through wholesalers to the beauty trade for use by licensed operators in
beauty salons. The factory §s located in Waterloo, Seneca County, N.Y., and
has been for 20 years the prineipal business in that community. While we are
far from the largest organization in our industry, we are also not the smallest.

In accordance with permission granted on June 13, 1062, we hereby file the
following statement of our views of the above bills pending before the Committee
on Interstate and Foreign Commerce.

H.R. 115381, TITLE I

We ohject to sections 201, 202, and 203 of title ¥I of this proposed bill, which
sections relate to the Inspection of factories and con<ulting laboratories.

We believe that the authority for factory inspection granted br section 201
is r0 far reacbing ac< to he plainly violative of the fourth amendment of the
Constitution of the United States  Authority is here sought to be given to
Government agents to enter any factory. warehouse. or establishment fn which
foods, drugs, devices, or cosmetics are manufactured, processed, packed, or held
for fntroduction into interstate commerce or after such Introduction, and to
inspect such faetorr. warehouse, establichment, consulting laboratory, and all
pertinent equipment, finished and unfinished materials, contalpers, and all
records, filer, papers. proce<ses, controls and facilities therein.

88569~ 62——48
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All of this gearch and inspection may be dore without the prior rhowing of
any necessity whatsoever for doing them. Correlative with these acts will be
the disclosure of recret formulas, processes of manufacture, and other valuable
trade secrets which are the very lifeblood of the business of the person whoae
business premises (or home) are the subject of the search. It is well within the
realm of possibility that these secrets may soon find theimnselves in the possession
of a competitor after their dirclosure,

Consulting laboratories are universally researching and developing new {deas,
many of which have no present commercial application. As proposed, thia bill
would require fidgrant violations of trust and lay bare to the inspecting Govern-
ment agents all of the most secret records, files, papers, processes, controls and
facflities which show the results, as well as the work in progress, of such a
laboratory, causing irreparable and unpecessary damage to the laboratory and
its cllents, without one jota of benefit inuring to the public interest. Should
such a right exist ig the Government, It is easy to visualize a great curtailment

-in research, with the Inevitable result that private consunlting laboratories would
soon find themselves without clients and in the process of liguidation, thus com-
Dletely depriving the public of the great benefits which accrue from such research.

Furthermore, research in the field of cosmetics is generally a small part of
such Jaboratories’ work. Most of these lahoratories are engaged in a multitude
of research problems, many of which have nothing or little to do with foods,
drugs, or cosmetics. To compel disclosure of the innermost secrets of such work
would be absolutely irrelevant to the protection of the public from harmful
foods, drugs and cosmetics, grossly unfair to the laboratory and its clients, and
cause untold harm to the public interest.

Should the Government be granted any right of inspection of consulting labora-
tories that right should be Hmited strictly to tbe inspection of control tests con-
ducted in connection with the actual manufacture of products for sale to the
public and should specifically be denijed as to research and development activities.

H.E. 11582, TITLE I, RECTION 101

Rection 101 provides for the approval prior to marketing of all new cosmetics.

While we canuot fault the purpose of this section, we most respectfully direct
your attention to tbe fact that under the provisions of the present food, drug,
and cosmetic law the Food and Drug Adwministration is fully armed with
authority to seize and prosecute speedily any harmful cosmetic which may find
its way to the marketplace. Since the enactment of the present law, there have
been very few dapgerous cosmetics marketed. The proof of this statement i8
evidenced by the very Sioall number of seizures of cosmetics made Ly the Food
and Drug Administration during the past several years; and the fact that so few
seizures have been necessary is also proof the manufacturers of cosmetics do
make sure their products are safe before the products are marketed. In some
instances, such as those of a fingernail adhesive and a8 home hair waving solu-
tion, the harmful propensities of the products were not discovered (and probably
could not have been discovered) during premarket testing but were found only
after millions of applications of each product had been used. In all lfkelihood
the proposed law would not have uncovered the barmful propensities of these
products; for like so many of the new miracle drugs which have been granted
Food and Drug approval the full nature of all possible side reactions to such
cosmetics could only be determined finally by their actual universal distribution
and mass usage. Wben the harmful possibilities of these products were dis-
covered they were promptly removed from the market.

This proposed legislation is plainly discriminatory against the small- and
medium-sized business and in favor of the giant cosmetic manufacturer. With-
out question, and of necessity, the general test procedures which would be estab-
lishcd under this law to cover a wide variety of products for many different uses,
would go far beyond the test procedures now needed to determine the safety of
any particular product and the dangers to be anticipated from its sale and use.
Because of bis size and wealth, the large manufacturer will be able to afford
to spend the huge sums of money the required geveralized testing will entail
The small firm, and even the fairly large firms, will not be able to afford to
expend the large sums of money unnecessarily required for this generalized
testing, and they will be forced out of business. Their business will be gobbled
up by the big firms, and a few giants will then control the entire cosmetic
industry.
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X.B. 11082, TITLE I, BECTION 103

Section 103 seeks the repeal of special exemptions for hair dyes.

We have sold and distributed tbe permanent type of coal-tar hair dyes to the
beauty trade for more than 30 years. Our records since January 1, 1959, show
that we bave sold many willions of applications of the permanent and temporary
types of these products and that we have had few reports of alleged injuries
resulting from their application during that time. These reports have been
received at the phenomenasl ratio of about 1 alleged injury per 2 800,000 appli-
cations sold. Furthermore, none of these alleged Injuries was of a serious
nature nor has any lawsuit been commenced by anyone of those reporting al-
leged injuries.

And not a single report of alleged lnjury was received during that period
resultiog from the application of the permanent type of coal-tar hair dye which
we market.

Insurance companies issue product-liabjlity insurance on an extremely realistic
basis. The rates are based on actual experlence. Our company carries a lia-
bility policy on all of its products with bhigh limits of liability. The primary
rate charged for our hair colorings is less thau the rate which is charged for our
face and band creains and lotions, shampoos, etc., and only one-half the rate
charged for permanent waving solutions.

All of the said reports of alleged injuries which we have received on hair
colorings were based on (laims of allergic reactions to some product contacted
by the user. In several of the alleged instances, the offending allergen may
well have been the shampoo, the wave set, or some other product contacted at
or about the time of the application of the hair dyve and pot the hair dye itself.
So far as allergy is concerned, there are hundreds of common foods and drugs
in universal use which have a much higber incidence of allergic reactions to
them by susceptible persons than do the coal-tar bair dyes. Shellfish, straw-
berries, milk. eggs, etc., are all offenders. Aspirin, iodine, adhesive tape, ad
infinitum are all allergens to large groups of susceptible individuals.

At a heariug before the Food and Lrug Administration held in Washington on
January 6. 1956, Dr. Adolph Rostenberg, a consultant for the Food and Drug
Admniinistration, testified to the effect that the patch test was prescribed by the
present Food, Drug and Cosmetic law was a highly accurate means of discov-
ering whether or not a prospective user of coal-tar hair dyes was allergic to
the product.

Dr. Louis Schwartz, former medical director of the U.S. Public Health Service,
testified at the sawme hearing to the effect that the incidence of allergy to para-
phepylenediamine hair colorings (paraphenylenediamine is a chemical commonly
used in the permanent type of hair dyes) was low; that he had examined thoun-
sands for incidence of allergy to such dyes and it was nil. His testimony further
showed that of millions of bottles of 2 well known permanent type of coal-tar hatr
dye sold, a ratio of less than 0.00001 percent complained of salleged allergic
reactions.

No one has ever claimed that hair dyes were toxic or poisonous. The incidence
of injury due to allergic reaction is much too small to justify the proscription of
thece widely used products.

There are over 150,000 beauty shops in the United States. Over 800,000 persons
are employed in the beauty shop industry. Gross income received by beauty
shops tota’s over £2,500 million a year. Halir coloring Is estimated to constitute
over 40 percent of the business of these beauty shops. Without hair-coloring
business, few of the 150,000 beauty shops could survive, and hundreds of thoa-
sands of idled hairdressers and other employees would greatly expand the sl-
ready large body of unemployed.

Drug and department stores sell millions of dollars worth of hair dres yearly.
Should section 103 be adopted, these stores would lose an important segment of
their husiness,

Despite the economic disaster which would follow the outlawing of hair
coloriuge, we would not urge it as an excuse for permitting the sale of coal-tar
hair dyes if such sale were not amply justified. Howerver, from all of the facts
available it must be clear to any impartial observer that there is no justification
whateoever for prohibiting the sale and use of these materials.

Millions of women today color thelr own hair or have it colored in beauty
shops. They will not willingly abandon the ure of hair colorings for the enhapce-
went of their personel appearance. Should legitimate hair colorings be removed

!
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from the market by the passage of section 103, these women will surely resort to
the use of the bootleg hair colorings which will most certainly flood the market.
The positive harm to these women in such an event is incalculable. They will
demand hair colorings. Their demand will be met by fly-by-night peddlers. A
multitude of impure and potentially dangerous concoctions, produced under most
unsagpitary conditions, will fill the vacuum created by the forced withdrawal from
the market by legitimate manufacturers of the present eminently safe and pure
hair colorings with which the unscrupulous cannot now compete.

CONCLUSION

For all of the above reasouns, we most urgently request that approval of tile 11—
Clarification and Strengthening of Factory Inspection Authority, of H.R. 11581,

and title I—Premarketing Clearance of Cosmetics for Safety, of H.R. 11582, Le
withheld by your committee.

Respectfully submitted.
Rarer L. Evaxs, Ph. D.
Pregident.

NATIONAL COoTTON COUNCIL OF AMERICA,
Washington, D.C., July 17, 1968.
Hon. Orex HARRIS,
Chairman, Committee on Interstate and Foreigpn Commerce, U.5. House of Rep-
resentatives, Washington, D.C.

DeAr Mr. Harris: The purpose of this letter is to advise you of the views of
the National Cotton Council on H.R. 11581 and H.R. 11582. The National Cot-
ton Council is the overall organization of the raw cotton industry, representing
cotton farmers, cotton ginners, cotton merchants, cotton warehousemen, cotton
spinners, and cottonseed crushers.

Since cottonseed oil 1s a food product and cottonseed meal s used as an animal
feed, we are interested in these bills and their possible effects on the consump-
tion and use of these products.

Qur concern about H.R. 11581 is with title I1, section 201. This section con-
fers upon the Secretary of Health, Education, and Welfare brosd authority
to euter the premires of manufacturers or processore of food products for the
purpose of inspecting their production facilities and procedures. It further
authorizes the examination of records maintained by such establishment.

We oppose this sectlon &8s an unwarranted grant of power. While some type
of jnspection may be necessary to meet the requirements of the Federal Food,
Drug and Cosmetic Act, it should at least be based upon good and probable
cause 8s determined by a responsible officer of the Government and not upon
the discretion of a Federal emploree designated to perform such inspection.

With respect to H.R. 11382, we support section 302. This section would per-
mit ap exemption from the so-called Delaney cancer clause for feed and color
additives in enimal feed upon a finding by the Secretary that such additive will
not adversely affect the animal and that it will leave no residue in any part
of the animal prepared for human use.

This is desirable for several reasons. It can belp to avoid some of the gerions
consequences of precious applications of the Delaney clamse. Jt would also
relieve the inflexibility of existing law apd introduce reasonableness into its
administration. The highly restrictive nature of present law could bamper the
development of agricultural chemicals which are vital to maintaining efficiency
fn U.S. agricultural production. The narrow application of existing law has
and can result In severe financial losses to farmers and others dealing with agri-
cultural commodities without necessarily reducing the incidence of cancer in
humanp beings.

We believe that section 302 is a desirable addition to existing law and urge
its enactment.

We would appreciate having this letter included in the record of hearinge on
this legislation.

Sincerely,

- J. Baxxe YoUXa.
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Versrs Foops, Isc.,

Waoshington, D.C., June 21, 1962.
Hon. OrEN Haznrs, i

House Committee c'm Interstate and Foreign Commerce,
House of Representatives, Washington, D.C. -

Tiwaw Nownneaorraise TWinmeon o AV Vo dld

Drzaz Cororessxax Haxrais: The Constitution of the Und of America

ted Stafes of America
guarantees every citizen of this country of ours the right of “due process of law.”
This is the right (not the privilege) which lies at the heart of our respect for
the individual and his privacy. This right protects every individual from the
abuses which can occur when individual persons are given lead to use their prero-
gative.

Presently, 1 belleve that any court of this land may subpena any record it
wishes to look through. The process of subpena {8 involved and time-conguming
especially when other legal processes are employed to slow it down. We realize
this and we realize that these procedures make it possible for some persons
to evade the law. Now the basfc question you are challenging is whetber it 1s
better to let some extra legal operators escape while we give all men every op-
portunity to protect their privacy or whether we choose to leave no individual
privacy in the hopes of catching a few domb crooks.

To me the preferable cholce is obvious, especizlly considering the logical fact
that a smart crook won’t put anything on paper. My individual rigbts and
privacy and vours. and the privacy of all Americans is worth more than the
opportunity to clamp now on a few operators who can be caught in other ways,
although not as easlly.

Operators who are found to be violating the law, whether through carelessness
or intent, could be given probationary periods to prove their good faith. During
these periods, these violators could be prohibited froin any Federal, State, or
other bid. This would be a definitely positive force in correcting any deviations
from the law and feel that this system would honor the individual who obeys
the law as it punishes the lawbreaker. The present system you propose would at
least be troublesome, annoying, and even economically harmful to the law-abiding
citizen as well as the violators whom it only might bring to light.

America, as the land of freedom, bas grown more rapidly than any otber
country before or since. In order to remain the land of freedom, and to con-
tinue to grow, we must protect the individual and his rights es diligently as if
our existence depends on it for in truth It does.

Sincerely,
A.S. VERsIS.

AMERIC*N COXGRESS OF PHTYSICAL MEDICINE AND RUTARILITATION.
Chicago. Ill., May 371, 1962.
Heon. Orex HARRIS,
Chairman. Interstate and Foreign Commerce Committee,
Tcuse nf Representatives. Washington, D.C.

Dear Mr. Harnis : Encloced is a copx of a re<olution which was unanimously
supported by our organization of more than 600 physicians at our ast annual
cencion, Auguet 1941,

Our organization is composed of physicians who have a major interest in the
field of phrsical medicine and rehabilitation. In our practice we use many of
the devices which come under the purview of the Food and Drug Administration.
Therefore. we are most anxions to support legiclation which will provide better
protection for our patients as well as the public at large.

Yours very truly.
DoxaLp J. EricksoxX. M.D., President.

RESOLUTION

Re it resolred. That the American Congress of Physical Medicine and Rehabili-
tntion be on record a< supporting the enactment of an amendment to the Federal
Feod. Drug and Cosmetic Act, as it pertains to medical devices, by making such
devices suhject to the provisions of a new device law : be it further

Resolved. That the American Congrees of Physical Medicive and Rehabilita-
tion recommended to the T8 Congress the provision that the Food and Drag
Administration he empowered to accept and adopt various physical standards
which have heen deviced. accepted. and recognized as reflecting the expert quali-

875

RUG & COSMETIC ACT



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT

702 DRUG INDUSTRY ACT OF 1962

fled opinion of representatives of such organizations as are generally accepted
andhrecognized as reflecting the opinion of their reepective speclalities; be it
further

Rcerolved, That the American Congress of Physical Medicine and Rehabilitation
go on record as considering that the advertising of useless devices as acceptable
for “adjunctive therapy"” has been detrimental to the welfare of the patient. The
sen<e of this resolution is, therefore, in the best interests of the American public,
the precent laws or regulations being inadequate for the protection of the public
from such abuses,

NATIONAL AGRICULTGRAL CHEMICALS ASBOCIATION,
Washington, D.C., June 18, 1962.

Re statement of views of Natiopal Agricultural Cbemicals Association on H.R.
11581 and H.R. 11582,

Hon. Orex Harris,
Chairman, Commitice on Interstate and Foreign Commerce,
House of Represeniatives, Washington, D.C.

Deae CoxcBessMAN HaReis: The above bills, on which hearings hate been
scheduled to begin June 19, 1962, have been carefully studied by National Agri-
cultoral Chemicals Association. Agricultural chemicals manufactuorers and
formulators are pot directly covered by this legislation. Howerer, it has been
decided to file this statement due to the fact that in many cases a8 procedure once
established by the Food and Drug Administration is extended to other segments
of industry.

We have po objection to H.R. 11582.

H.R. 11581, however, contains two provisions against which we, as an industry
potentialy subject to similar legislation, must etrennously object.

FACTORY INSPECTION PROVISIONS

Title 11 of H.R. 11581 would broaden the factory inspection authority of the
Food and Drug Administration to empower FDA officials to inspect as a routine
matter all books, records, files, papers, processes, controls, and facilities of com-
pagies and consulting laboratories subject to the act.

The power of government officials to exymine private citizens’ books and rec-
ords is an extracrdinary police power which pormally may be exercised only
upon the obtaining of & warrant or a subpena and under circumstances which
{ndicate probability that a crime has been or is about to be committed. On the
other hapd, the factory inspection provisions of the Federal Food, Drug snd
Cosmetic Act are intended to enable the Food and Drug Administration to ex-
ercise routine and continual surveillance over the factory conditions under
which foods, drugs, aud cosmetics are mapufactured or processed. We do not
believe power to examine books and records ss a routine matter has been demon-
strated to be rea<onably neces<ary to the adequate enforcement of the act.

Power to in<pect comipany books and records as a routine matter would add
Little, if anxthing. to the effective enforcement of the adulteration and misbrand-
ing provi<ions of the act However, by providing easr access to business records
and trade secrets of regulated companies without any necessity of a2 showing
of prohable cauce and without giving private enterprises sny means of safe-
guarding their rights of privacy and of property in trade and business secrets,
this legislation would open the door to all sorts «f conuiving. discrimination, and
other abuses.

Accordingly, we believe Congress shounld not grant to the Food and Drug
Administration power to inspect books and records as a routine part of its factory
inspection authority. Such extraordinary pawer i« now recessary or appropriate
to the effective enforceinent of the act and would constitute san unreaconable
exten<ion of the Goverument's police power.

Moreover, we do not believe the attempt. in section 202 of H.R. 11581, to
relax the provisions of the act which safeguard tbe confidentiality of {nforma-
tion obtained by FDA officials duriug the course of their inspections of factories,
is justifiable. This attempted relaxation of confidentiality rafeguards i{s espe-
clally onerous in view of the above-discussed propocal to broaden the factory
inspection authority. We recommend that rection 202 of T.R. 11581 be deleted
from thie bilL
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ETANDARDIZATION OF DRUG NAMKS

We also wish to call to your attention the very serious situations which can
resnit from the establishment of standard names for drug products as provided
in title X, part B, of HR. 11581, If such a provision were extended to our agri-
cultural chemicals industry, it would seriously affect research and marketing.

This industry has had cousideruble experience in the use of common pames
since the passage of the Miller pesticide amepdment to the Food, Drug, and
Cosmetic Act. "The problems involved in the arbitrary selection anpd establish-
ment of cummon nawes are serious ones and have a direct effect on trademark
registration und the obtaining of patents. The problem is also considerably
involved at the present tiive with the adoption of common pames in various
Euwropean countries, many of which are pirating American trademarks.

Our ipdustry now has a committee studying this entire problem, and for
that reason we believe legislation on common nanies sbould be given very care-
ful consideration apd no immediate action taken at this time.

1t is the position of our industry that manufacturers who spend several mil-
lion dollars in research to develop a product which they expect to place on
the market have a property right in such an investment and in the product, and
should Le able to chovse whether a cowmon nawe should be adopted and if so
what the conmnon name should be, or the privilege of merchandising their prod-
uct under the technical nawe of a chemical without the uxe of 8 common name.

Mauy of our companjes are adopting cumimon hames under a procedure pow
established through the American Standards Assoviation, which is a nonindustry
agency equipped to review such proposals. Giving authority te & Government
Ageny t0 assign a common Name (o 8 mannfacturer’s product without his cop-
sent, we believe, is not tn the interest of the public, will result in further con-
fusion in world markets, and definitely infringes on the property rights of &
developer.

We would appreciate it very much if you would give these comments your
careful consideration and make this siatewent a part of the record.

Very truly yours,
L. 8. HrrcaNer, President.

UNIFERSITY oF QreGoN MEDICAL SCHOOL,
Portland, Oreg., August 29, 1962.
Hon. OReR Harzis,
Chairman, Interstale and Foreign Commerce Commitiee,
Houte of Representatives, Washington, D.C.

Dear Sin: This is in support of the night letter sent to you Wednesday, August
29, a8 copy of which Is enclosed. 1 have been informed that an objectionable
proposal has been written into the bill on drug regulation to be considered on
Thursday, August 30, and which bill is similar to S. 1552. This proposal would
require those doctors who are looked upon 8s expert clinical investigators of
drugs and who perform trials of new drugs on humans, of which I consider
myself one of the group, will be required by law to register with the Secretary
of Health, Education, and Welfare each and every time they undertake to test
a new drug on patients.

In addition, this proposal requires that at the beck and call of the Secretary,
all records, reports, case histories, and other information pertaining to the
particular drug under trial shall be submitted to the Secretary. This proposal
would limit the interests and activitles, as well as be a copsiderable burden
and, as well, be of little value to the Government if {ncluded In the new proposed
FDA regulations.

The redtape lnvolved in the way of preparation, duplication, recretarial work,
and other lahor and expenditure of time on the part of the Investigator would
discourage his interest in conducting such studies. Also, thir proposal would
be an inva<ion of the doctor-patient relationship; and wounld be the rubmission
of privileged commupications to a third party (merber of the FDA staff) who
may not be a phrsician or qualified “expert™ or a pharmacologist knowledgeable
fo this fleld.
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The proposed amendment as it now reads in the published regulations pro-
! vided by George Larrick on August 9, and printed in the Federal Register,
‘ August 10, 1962, provides that communications from investigators and sponsor-
ing pharmaceutical companies and, from them, be sent to the FDA authorities.
‘ Also, the regulations call for the investigator “making avallable to FDA in-
. spectors all data on research studies.” Whbile this last provision may be ob-
jectionable to some, 1 look upon it as satisfactory providing the sponsoring
company {s informed immediately of such inspections and can cooperate with the
investigator and the FDA to reveal and make available any or all information

concerning a toxic or adverse effect of the drug.
I am enclosing some material which the Upjohn Pharmaceutical Co. has re-
cently seot me and which I have answered according to the attached photostats.
Very truly yours,

NomafaX A. Davip, M.D.,

’ Professor of Pharmaocology.

{ . [Night letter]
| i AtrcusT 28, 1962
Representative ORex Hannis,

Clhaitman, Interstaote and Foreign Trade Commitice, Washington, D.C.:

Object to proposal in bill to be considered Thursday that “suoch regulations
may also include provisious requiring said expeit clinfcal drug investigator to
register with Secretary HECW), und upon request of Secretary at other times to
submit any or all records pertaining to drug investigations undertaken by ex-
pert.” Such procedure< should be through the sponsoring drug company. This
propo<al, not clearly published in 21 CFR 130 issued August 9. would stifle clini-
cal investigation wew drugs as qualified experts would consider this as more
Harrison Narcotic Act redtiipe and an added administrative and secretarial
chare, 1 approve of most of the other provisions of §. 1332, however. Letter
follows,

NorMaX A. Davm, M.D,,
Professor of Pharmacology, University of Oregon Medical 8chool.

[{From American Meun of Science, 10th ed, 1960, Cattell Press]

David, Dr Norman A(ustin)}, Cniversity of Oregon Medical School, Portland
1, Oregon. Pharmacolegr. San Frauncisco, Calif, Oct. 22, 02: m. 32: ¢. 2. A.B,
California, 25, Eli Lilly fellow, 30-32, M.D, 31. Asst. California, 30-32, asst.
prof. and head dept. Pharmuaco!, scb. med, West Virginia, 32-33: asst. prof, col.
wmed, Cinciunati, 35-36, assoc. prof, 36-37: prof and head dept, med. sch, Oregon,
37-: Director, Pulllic Health Venereal Clinke, City Health Dept, Portland, 46-54 ;
Physician, outpatient dept. North. Permanente Hosp, Vancouver, Wash, 44-45.
Suuimels, surgeon Civilian Concervation Camps, U.8. Army, 33-37. With Office
Kei. Research & Develop. 42—45: Soc. Pharmacol; Am. Med. Asn; Pres., West
Sae. Clin Recearch. 1950 : Toxicologist, Multnomah County Coroner's Office, 50~
Chairnan. Committee Drug< and Pharmacy, Oreg. St. Med. Soc., 1958-: Coun-
sultant, Orez. St. Poison Control Center. 35—: Pres.. Multnomah County Med.
Ko, 61-62: Prea., West. Soc Pharmacology, 1962 Sfecty. N.W. Acad. Occupat.
Medd. Chemntherapy of amehiasis: pharmacology of barbital drugs: chronic
effects of opium druge and synthetic analgesies. Member, Council on Drugs,
American Med. Assoc., 1962-.
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Tex Ursorx Co.,
Kalamazoo0, Mich., August 17, 1962.
NoEMAN A. DaviD,
Professor, Head, Department of Pharmacology,
Univereity of Oregon Medical School, Portland, Orep.

Dear Dr. DaviD: AS you are undoubtedly aware, the Federal Food and Drug
Adwministration has published a proposed new regulation controlling the clinical
investigation of new drugs (in the Federal Register, Aug. 10, 1962). We feel
that you, as an individual who has been interested in clinical drug evaluations,
should have the opportunity of reviewing the proposed new regulations and are
A enclosing a copy for your study.

We of the medical group at the Upjohn Co. feel that the proposed regulations
are of profound importance apd are most anxious that all parties whe will be
concerned with their function give careful consideration to the proposal during
the 60-day period allowed by the Food and Drug 'Administration for review. After
you have had an opportunity to review the enclosed proposed regulations, we
would very much appreciate your honest opinions either in the form of a letter
or by cowspleting a short questionnsire which we have included for your con-
venience. As time is short, we would ask that you return your opinions and
comments to us by September 1 at the latest. We will compile the returns from
all clinical investigators and mske this information avajlable to you and the
Food and Drug Administration as soon after September 1 as is possaible.

The proposed new regulations contain six amendments to section 130.3. The
regulations affecting clinical research {nvestigators in particular are inctuded in
paragrapb (a), subparagraphs 8 and 9 (pp. 2-3), and subparagraph 12 (pp. 5-7).

Briefly, in the future investigators will be required to —

{1) Submit detailed information supoprting experience and training for re-
search studies.

{2) Submit a detailed protocol to be followed and presumably aemendments
in advanee to cover changes from original.

(3) Report in some detail results of clinical stundles.

(4) Report immediately serious side effects or toxicity.

(5} To keep records of drug disposition and accurate case histories,

{6) Make available to FDA inspectors a1l data on research studies,

(7) Comply with regulations or the FDA is fmpowered to notify pharmaceutical
manufacturers that experimental drugs may not be supplied without special
approval of the Cominissioner.

We sincerely hope that you will ghare our regard for the importance of this
propo<al and make your opinions known to us by September 1, 1962.
Sincerely yours,
Hazrord L. UpyoBHN, M.D.

Dear DocTor: After you have bad an opportunity to review the Food and
Drug Administration’s pnotice of proposal to amend regulations of new drugs
for investigational use, we would appreciate your thoughts and opinlons, either
in the form of a letter or by using this short questionnaire.

As time for review of tbis proposal is limited, we would urge that you return
Your comments to us by September 1, 1362. An addressed, stamped envelope is
enclosed for your convenience.

Sincerely yours, .

TrHE CUrioex Ca
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In your opinion will the proposed new FDA regulations
enable you to perform clinical investigations of new

drugs with greater safety to vour patienta?_________ 0 = ]
Will the regulation stimulate better controlled and de-
signed clinical studies? __._________________._.___ ® O )

‘Will the proposed “plan of investigation' which investi-
gators will be required to submit in advance of a study
seriously restrict your research studies? (see p. 6 of
proposed regulations) . _________ . ____.____________ ] ®
Would you agree that pharmaceutical cornpanies and the
FDA can and should judge investigator’s qualifica-
tions for drug research studies? (see pp.2and 3).... B O
Do you agree with the proposal that once an investigator
has failed to comply with the regulations, he is no
longer entitled to receive investigational drugs unless
approved by the Commissioner? (see pp.7and 8)._. & a a
Do you agree in principle with making your files and case
reports available for inspection bygFDA inspectors?.. ® O
Do you generally approve of the proposed new regula-
tions?_ . lii_._.. ® a
‘When the proposed regulations become effective, will you modify your study
of investigational drugs?

0

Stop altogether . cecieieacos 8
Curtail present number
No change .. _____________ ®

Increase testing .
Do you bave any suggestions for revisions of the proposed regulations?

Institution or private practice
Percent of time devoted to clinical drug evaluation:

Less than § percent_ . .. .o oo O
5 40 20 percent. . . e - B
20 to 50 percent 8
50 to 100 percent. . e

[Supplement to PMA Newsletter, vol. 4, No. 33, Aug. 9, 1862]
FDA Isstts ProrPOSED REGULATIONS GOVERNING CLINICAL TRIALS

FDA Commiscioner George Larrick today (Aug. 8) issued proposed new
regulations governing the testing of drugs in clinical trials. They are reproduced
in full in the following pages. Industry has 60 days in which to comment, and
final regulations will not be issued until such comments have been considered
by HEW und the Food and Drug Administration. In announcing the proposals,
HE\WW Secretary Celebrezze emphacized three points:

(1} The regulations require that ¥DA be notified and given complete detalls
on distribution of drugs for Investigational use.

(2) Manufactures required to saticfy FDA that the investigations will be
based on preclinical (chemical and animal) studies of such a nature to assure
safety for patients.

(3) The clinical studies would have to be properly planned, executed by
qualified investigators and FDA kept fully informed of the progress of the
investigations.

The secretary said the “clear purpuse” in drawing up the regulations is to
impose "no unneeded restrictions on the conduct of investigational research,”
Yet provide assurance that the pubhice will be fully protected against risks that
may attend the development of new drugs.

P'rior to issuance of these proposed regulations. the Pharmaceutical Manu-
facturers Asc<ociation board had scbeduled a special meeting for Tuesday,
Auvgust 14, at PMA headquarters {n Washington, D.C, to consider current
legislative developments. At that time the board also will study the proposed
clinical trial regulations made public taday.
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In the legislative area, the S8enate Judiciary Committee continues its recon-
=sideration of the Kefauver drug control bill, 8. 1552, and has agreed to incor-
porate in it 8 number of the smendments proposed by President Kennedy. A
vote on the Senate floor is likely next week. On the House side, Chairman
QOren Harris, of the Interstate and Foreign Commerce Committee, has an-
nounced reopening of bearings August 20 on H.R. 11581, the administration’s
drug cootrol bill. e =aid bearings will be completed by August 24. During this
period PMA witnesses will testify. All of these developments will be reported
in detail in the PMA newsletter to be published August 10.

SAx Lxaworo, CaLrr., June 7, 1962,
Mr. AxrHUR J. YOUNGER,
Commitiee on Intersiate and Foreign Commerce,
House Ofice Building, Wachington, D.C.

Dear S1k: I have been a cosmetologist for 25 years, and from experience know
that proposed H.R. 11582 will produce definitely measurable adverse effects. I
therefore urge you to consider the following:

(1) Many heads of hair become dull and unattractive with age, by reason
of chemical changes within the body.

(2) Many positions require certain standards of appearance which would
be impossible to achieve without bleaching and coloring of hair,

(3) The pational trend toward restricting upper age limits because of
retirement benefit costs forces many women to avajl themselves of every
means of preserving the appearance of routh.

(4) It has been firmly established that morale, among women especially,
is directly related to appearance und in these turbulent tirses attention
should be directed to improving our Nation's strength rather than to creating
a demoralizing influence.

(5) Part of the most effective argument I8 eloquently apparent in the
fact that bleaching, tinting, and dying constitutes anywhere from 60 to 100
percent of the average salon’s volume. Which leads to:

(6) The very livelihood of thousands of people would be directly affected.
(There are over 8,000 registered cosmetologists in the State of California
alone.) In turn this—

(7) Reduces national income, from which—

(8) Government revenues vary in direct proportion.

Therefore, as president of a local unit, fifth vice president of the California
Cosmetologist Association, and a member of the California Hair Fashion Com-
mittee, I request that you oppose this bil} with vigor and purpose.

Respectfully,

Iris M. S1MMEAU.

Tne PHYSICIANS ForUM, INC.,
New York, N.Y., September 6, 1962.

Congressman Ores HaRRIS,
Chasrman, Housc Committee on Intcrstate and Foreign Comsmeroe,
House Office Building, Washington, D.C.

Dear CoxeressMax Harris: The Physicians Forum, a national organtzation of
physicians, is delighted that your committee is giving serious copsideration to
a bill to strengthen Federal control of the prescription drug industry.

The Pbysiciuns Forum testified in support of and fully endorsed S. 1552. The
purpose of this bill was to promote fair prices and competition as well as to
control generic namwes and descriptive information and asspre quality and
efficacy of prescription drugs. We still believe that Federal legislation, with
all of these provisions, is pecessary in addition to voluntary action by industry
to correct abuses in the pricing and promotion of drugs as well as to eliminate
weaknesses in the current Government regulation of the drug industry.

Enclosed is a statement of the hoard of directors of the Physicians Forum
which fully states our position and which we would like to see included in the
record.

Sincerely yours,
Leo Mayzr, M.D., Chairman.
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Costs, QUALITY, AND PROMOTION oF ETHICAL DRUG8, A STATEMENT OF THE BOARD
oF DirecToss oF THE PHY8ICIAX8 ForuM, Juxe 1961

have increased from $300 million in 1929 to over £214 billion in 1960. Of this
total, close to &2 billion goes for ethical drugs. The average price of a prescrip-
tion has increased from 90 cents in 1929 to $3.50 in 1960. The greatest part of
ethical drug expenditure is attributed to the sale of the wonder drugs and price
increase js likewise due to a switch from the low cost and standard pbarma-
ceuticals to the new and more expensive trade-name drugs—to the antibfotics,
tranquilizers, antidepression drugs. hormones, metabeolic agents, antiobesity drugs,
diuretics, anticoagulants, and others. Xot only has there been an increase
in the average price per prescription, but there has also been an increase in the
number of ethical drugs prescribed, from 7.6 per family in 1950 to about 12 per
family in 1959, a rise of sowe 55 percent in 10 years.

Despite this increasing expenditure for new and expensive drugs, the part of
the medicalcare dollar devoted to drug costs has not shown any increase. In
other words, the drug share of the medical dollar, amounting to about 22 cents,
has remained about the same in the past 30 years or so.

Drug costs vary a great deal according to age. Yn 1959, the Senate Subcom-
mittee on Problems of the Aged and Aging showed that while all age groups
spend on the average £19 per person per year on drugs, those 65 and over, spend
about £42 per person, or about 214 times as much. The prescription bill of a sick
person is usually much higher, often as high as $200 for a chronic illness. In
other words. the greate<t burden of drug costs is borne by the older age groups,
by the population with the mast chronic {llness and with the greatest need for
drugs. and with the least ability to pay for them. Yhile the cost of each pre-
scription has increased in general, the {ncome to pay for them has pot.

Anpother factor contributing to the burden of drug costs is that for the most
part theyx are not covered by medical care insurance.

Confronted with limited income or financial reverses, the average family can
and does put off buring automobiles. household appliances, clothes, and even
higher priced foods, but they cannot put off buring drugs or find cheap substitutes.
Ethical drugs, as Senator Kefauver has expressed it, have an intermediary
between the producer and the buyer—the phrsician who writes the prescription.
“In this respect. the drug Industry is unusual in that he who buys doees not order,
and he who orders does not bur.” The consumer, in other words, is completely
captive, When he is sick, he must buy the drug the doctor orders, and unlike
automaobile buring, he cannot or does not know how to shop around for a dif-
ferent model or a lower price.

Thus, the pricing policies of the largest pharmaceutical companies are almost
completely removed from the corrective discipline of consumer sovereignty, apd
from the Jaws of <upply and demand. In most inctances. dtug prices are set by
admini<trative decicion and are held constant over extended periods of time.
The drug industry is. jindeed. & bighly competitive industry. but its competitive
effarts <cem expended mainly in capturing the pre<cription pads of the busy doctor
who in most instances cannot judiciously weigh the real properties of drugs
against the promotional claims for it. Competition in prices of drugs hag been
replaced largelr by competition in promotion. Price campetition tends to lower
prices and increace efficiency. Promotional competition doe< the opposite—it
increases both the u<e and the price of drugs.

Some critics have contended that the retail drugrist's margin is excessive,
But this is demed by spokesmen for the retail druggists who point to the hizh
manufacturer’s prices of druzs, and the inventory cost of stocking a single drog
under a variety of trade names.

When a companxy has a patent monopoly on a drug or when it licenses ope
or mare canpanies to package and <ell the drug. an understanding is usually
reached abiaut the price of the drugz. o that the primary company’s interests are
protected. In such circumstances, the price under the generic name, and the
price under the trade name are the rame.

Most doctors prescribe by trade name rather than by generic name, and they
prefer 1o da thi= because trade name< are forcefully brought to their attention
by effective and <ustained promational metbods, and because mo<t trade names
are easier to remember and write than the complex industry provided generic
equitalents  Another important reason for the preference for trade names i
fear that generic products of the cmaller companies are not of ar high a quality
as the trade-nime products of the big companies.

t

|

k Expenditures for ethical prescription and proprietary (over the counter) drugs
|
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That the profits of the drug indu<try are high is indicated by the following
statement in May 1960 jssue of Fortune magazine: “There is no doubt that the
drug business has been remarkably profitable by all tbe usual standards. Drug
companies commonly earn 15 to 20 percent on invested capital after taxes, and
their aftertax margins on sales run 10 to 13 percent, ficures that few other
manufacturing companies attain except in boom ¥years. The drug company's
advantage hes principally in the fact they deal in inpovations which in any
industry tends to be very profitable.” According to the Kefauver committee,
the drug industry has a rate of return of 21.4 percent, which is the highest of
any manufacturing industry and approximately double that of the average of
all manufacturing. which is 11 percent.

Research expenditures to develop new products have been cited by manufac-
turers as an important factor cobntributing to current drug prices. However,
expenditure for research by the 20 largest drug companies is only 6.4 percent ot
sales. Much of this research has been termed “molecule manipulation,” ‘“me-
too” research.

Selling expenditures, including promotion by detail men, brochures, pamphlets,
pewspapers, magazines, special conferences, cocktail parties, golf tournaments,
pbonograph records, and otber metheds account for 24 cents of the sales dollar
or almost four times tbe amount spent on research.

The Physicians Forum fully endorses Senate bfll 8. 1552 introduced by Sena-
tor Estes Kefauver.

In general the legislation is designed to promote competition and protect the
publit interest in these principal ways:

1. By making it unlawful under tbe antitrust laws for large drug companies
to agree upon which company will obtain a patent, to agree which companies
shall be awarded licenses in the event that a patent is issued, and to make simi-
lar restrictive agreements.

2. By requiring compulsory licensing of qualified apphcants (after 3 years)
under the product patents for prescription drugs.

3. By providing that the Food and Drug Administration sball pass on the
efficacy as well as the safety of drugs.

4. By reeing to it that physicians are provided with clearer, better, and
additional information on the bad as well as the good features of drugs.

5. By requiring fuller and more comprehensive inspection of drug manufac
turing plants, thereby giving to physicians greater confidence in prescribing on
the basis of generic rather than trade names.

6. By providing for the licensing of drug manufacturing compapies which
should also give phrsicians greater confidence in prescribing by generic names
since a company could lose its license to do business if 1t did not meet the require-
ments of the Food and Drug Adwinistration.

7. By giving to the Food and Drug Administration authority to estabiish the
official or generic names for drugs, thereby providing a means of simplifring
generic names which, in contrast to the short and simple trade names, are often
so long, complex and aunpronounceable that they are not remembered or used by
pbysicians.

Much is wrong with prices and promotion of ethical drugs: obviously Federal
legislation is necessary in addition to voluntary action by industry to correct
abuses and regain deficiencies in Government regulation of the drug industry.

Mr. Roserts. The hearings are now adjourned.
(Whereupon, at 12:30 p.m., the hearing was adjourned.)
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